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I N T R O D U C T I O N 0 1

The World Health Organizat ion states  that  infert i l i ty  i s  a  g lobal  health i ssue , 
a f fect ing around 48 mi l l ion couples  and 186 mi l l ion indiv iduals  wor ldwide . 1 

The inabi l i ty  to  have chi ldren can have socia l ,  economic ,  psychological  and 
phys ical  ef fects  that  ser ious ly  impact  the wel l -being and qual i ty  of  l i fe  of 
people af fected by infert i l i ty .  Addit ional ly ,  inst i tut ions such as  the Center 
for  Disease Control  and Prevent ion highl ight  that  there are s igni f icant 
inequal i t ies  in  the prevalence ,  d iagnos is ,  referra l  and t reatment of  infert i l i ty 
( sex ,  ethnic i ty ,  soc ioeconomic status ,  etc . ) ,  as  wel l  as  l ike ly  health r i sks  for 
women,  men and of fspr ing associated with t reatments  for  infert i l i ty . 2 For  a l l  of 
these reasons ,  the prevent ion of  infert i l i ty  and the consequences associated 
with i ts  t reatment i s  a  cr i t ica l  i ssue f rom a publ ic  health standpoint ,  and 
fert i l i ty  care i s  key to the promotion of  sexual  and reproduct ive health and 
r ights .  However ,  s tudies  that  invest igate young people ’s  opinions ,  concerns , 
and expectat ions re lated to infert i l i ty  and medical ly  ass is ted reproduct ion 
(MAR) are scarce .

B2- InF promotes responsible  research , 
innovat ion and publ ic  part ic ipat ion in 
the f ie ld of  MAR.  Toward this  end,  B2-
InF col lected and analysed knowledge, 
expectat ions ,  and concerns about MAR 
f rom young people (aged 18 to 30)  in  e ight 
European countr ies  (Albania ,  Belg ium, 
I ta ly ,  Kosovo ,  North Macedonia ,  S lovenia , 
Spain ,  Switzer land)  for  the purpose of 
t ransferr ing this  informat ion to c l in ics 
and pol icymakers .  In  addit ion ,  B2- InF 
col lected and analysed informat ion 
of fered by c l in ics  on thei r  websi tes  and 
compared this  informat ion with young 
people ’s  percept ions and needs .  The 
results  of  B2- InF wi l l  be used to improve 
the sc ient i f ic  informat ion of fered by MAR 
cl in ics  to society  f rom sociocultura l ,  legal 
and gender  perspect ives  through the 
appl icat ion of  c i t izen-val idated nat ional 
and internat ional  guidel ines .  Furthermore , 
B2- InF wi l l  help to shed l ight  on the 
evolut ion of  reproduct ive sc ience and i ts 
percept ion by society  in  order  to promote 
proact ive and ant ic ipator y  pol icy  making 
and to a l ign research developments  with 

the needs ,  expectat ions and values of 
society .
This  document presents  the 
recommendat ion guidel ines  draf ted by B2-
InF based on the results  of  the sociocultura l , 
gender ,  and legal  analyses  carr ied out  by 
specia l ized sc ient i f ic  research teams on 
data obtained f rom inter v iews with young 
populat ions and informat ion prov ided by 
c l in ics .
F i rs t ,  the general  methodology of  the 
project  i s  presented as  i t  was carr ied out 
in  e ight  European countr ies  (Albania , 
Belg ium,  I ta ly ,  Kosovo ,  North Macedonia , 
S lovenia ,  Spain ,  Switzer land) ,  fo l lowed by 
global  recommendat ion guidel ines  for  a l l 
countr ies  of  the European Union . 
Next ,  the nat ional  guidel ines  are presented, 
with recommendat ions speci f ica l ly 
ta i lored to each countr y ,  based on data 
obtained f rom inter v iews with youth and 
rev iews of  informat ion prov ided onl ine by 
c l in ics  in  each countr y .  These guidel ines 
are preceded by a  summary of  the nat ional 
context  and a descr ipt ion of  the f ie ldwork 
and sampl ing methods for  each countr y .

B2-INF IS A RESEARCH PROJECT FUNDED BY THE EUROPEAN 
UNION THROUGH THE EUROPEAN UNION’S HORIZON 2020 
RESEARCH AND INNOVATION PROGRAMME (GRANT AGREEMENT 
NO. 872706),  WHICH AIMS TO EXPLORE HOW YOUNG PEOPLE 
PERCEIVE AND THINK ABOUT MAR, AND HOW MAR CLINICS CAN 
BETTER ALIGN THEIR SERVICES, RESEARCH AND INFORMATION 
WITH THE VIEWS, CONCERNS, AND EXPECTATIONS OF CITIZENS. 

1  Infertility [Inter-
net]. World Health 
Organization - Health 
Topics. 2022 [visited 
16 December 2022]. 
Available in: https://
www.who.int/
health-topics/infertili-
ty#tab=tab_1
2  Centers for Disease 
Control and Preven-
tion. National Public 
Health Action Plan 
for the Detection, 
Prevention, and Man-
agement of Infertility, 
Atlanta, Georgia: 
Centers for Disease 
Control and Preven-
tion; June 2014.
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In  tota l ,  98 semi-st ructured inter v iews were conducted,  and 38 c l in ics ’  websi tes 
were explored in Albania ,  Belg ium,  I ta ly ,  Kosovo ,  North Macedonia ,  S lovenia , 
Spain and Switzer land.  Al l  the informat ion was col lected in vernacular 
languages ,  t ranscr ibed verbat im and trans lated into Engl ish .  The t ranscr ipts 
of  the inter v iews and the c l in ics ’  in format ion were analysed independent ly 
fo l lowing a qual i tat ive thematic  and content  analys is  approach.  The analys is 
was supported by At las . t i  sof tware v9 .1 .5 .

Based on the data obtained by inter v iews 
and rev iews of  websi tes ,  thematic  and 
content  analyses  were carr ied out  by 
specia l ized research teams focuss ing on 
the fo l lowing aspects :
• 	 Sociocultura l :  Analys is  carr ied out  by 

researchers  f rom the Inst i tut  nat ional 
d ’Études démographiques ( Ined;  France)

• 	 Gender :  Analys is  carr ied out  by 
researchers  f rom the Univers i ty  of 
Antwerp (UA;  Belg ium)

• 	 Legal :  Analys is  carr ied out  by researchers 
f rom the Univers idad Rey Juan Car los 
(URJC;  Spain) .

In  addit ion ,  the URJC conducted a search 
of  documents  to determine the regulat ion 
of  MAR in the se lected countr ies ,  inc luding 
legis lat ion ,  jur i sprudence ,  and sof t  law, 
with respect  to :  MAR techniques ,  informed 
consent ,  and advert is ing presented by 
c l in ics  on thei r  websi tes .  Then,  in  l ight  of 
th is  legal  regulat ion ,  i t  conducted a legal 
analys is  of  the informat ion of fered by 
c l in ics .
Once the thematic  and content  analys is 
and legal  analys is  was completed,  the 
Univers i ty  of  Navarra  (UNAV;  Spain)  team, 
responsible  for  integrat ing the results , 

carr ied out  that  work with the col laborat ion 
and feedback f rom the research teams 
involved.
The guides are organized into two sect ions 
that  were prepared separately :  one that 
deals  with matters  re lated to sociocultura l 
factors  and gender ,  and one that  deals 
with legal  quest ions .
A f i r s t  draf t  of  the nat ional  guidel ines  was 
developed dur ing the month of  September 
2022 and presented at  the Internal 
Workshop held in Pamplona (Spain)  on 
October  6 .  Af ter  severa l  rev is ions ,  a  new 
draf t  was presented pr ior  to  the Val idat ion 
Workshop 2 held in Brussels  (Belg ium) in 
October  2022 with 32 young people f rom 
the 8 countr ies  se lected .
Then,  more rev is ions ,  feedbacks and 
modi f icat ions were made to the guidel ines , 
based on the comments received f rom the 
part ic ipants  in  Val idat ion Workshop 2 and 
by the research partners  involved in B2-
InF ,  result ing in the present  document .

0 2
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Th is  sect ion presents  a  set  of  g lobal 
recommendat ions that  were e laborated 
by the research team by synthes iz ing the 
results  of  invest igat ions carr ied out  in  e ight 
European countr ies  (Albania ,  Belg ium,  I ta ly , 
Kosovo ,  North Macedonia ,  S lovenia ,  Spain , 
Switzer land) .   These recommendat ions are 
based on the fo l lowing :  
1 ) 	 data col lected over  the course of  the 

project  through qual i tat ive inter v iews 
with youth ,  a  sur vey of  informat ion 

found on the webpages of  ass is ted 
reproduct ion c l in ics ,  and a rev iew of 
the nat ional  and internat ional  legal 
f rameworks concerning the object  of 
invest igat ion . 

2 ) 	 sc ient i f ic  analyses  of  th is  informat ion 
carr ied out  by separate teams of 
the B2- InF consort ium composed 
of  experts  in  the f ie lds  of  gender , 
soc iocultura l  context ,  and law.

MAIN GENERAL CONCLUSIONS

o	Young people are concerned that 
infert i l i ty ,  especia l ly  male infert i l i ty , 
remains taboo,  part ly  due to lack of 
knowledge about prevalence and causes 
of  infert i l i ty  in  society  at  large .

o 	Young people are concerned that  women 
are unfa i r ly  burdened by unequal 
responsibi l i ty  and blame for  infert i l i ty ; 
meanwhi le  informat ion on c l in ic 
websi tes  tends to be heavi ly  skewed 
toward women.

o	Young people seek informat ion about 
psychological  ser v ices  re lated to MAR.

o	Young people tend to support  equal 
access  to MAR,  whi le  many c l in ics  present 
thei r  ser v ices  as  d i rected pr imar i ly 
toward white and heterosexual  couples . 

o 	Young people are concerned not  only  for 

improved access  to fert i l i ty  t reatment 
but  a lso for  universa l  access  to bas ic 
ser v ices  of  pr imary and reproduct ive 
healthcare .

o 	Young people expect  t ransparency about 
costs  of  MAR,  whi le  many c l in ics  do not 
prov ide adequate informat ion about 
pr ices  of  t reatments  and add-ons .

o 	Young people ment ion that  surrogacy i s 
of ten part  of  a  heav i ly  polar ized debate 
in  the media ,  whi le  c l in ics  do not  of fer 
informat ion on surrogacy (of ten due to 
legal  rest r ict ions) .

G L O B A L 
R E C O M M E N D A T I O N 
G U I D E L I N E S 

0 3

S O C I O C U L T U R A L  A N D  G E N D E R  G U I D E L I N E S

Being better  informed about infert i l i ty  t reatment requires  that  the informat ion 
prov ided by c l in ics  are a l igned with the concerns and expectat ions of  the 
publ ic ,  especia l ly  young populat ions .  I t  a lso requires  that  c i t izens are better 
educated about infert i l i ty ,  inc luding i ts  causes ,  prevalence ,  and t reatment . 
In  inter v iews with young persons f rom part ic ipat ing countr ies ,  the fo l lowing 
discrepancies  and misal ignments  were detected:
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GUIDELINES
• 	 C l in ics  should use a  common language 

to descr ibe techniques :  they should use 
the same terms and def in i t ions ,  the 
same f igures  for  prevalence of  infert i l i ty 
( inc luding by sex) ,  the same success  rate 
unit  ( l i ve-bi r th rate i s  recommended)  by 
technique and according to age (both 
men and women) .

• 	 C l in ics  websi tes  should be more user-
f r iendly  and ergonomic ,  making 
informat ion access ible  but  not  excess ive ly 
deta i led ,  to  support  good understanding 
and informed choice .

• 	 C l in ics  should de-st igmat ize infert i l i ty 
and MAR use ,  speci f y ing that  many 
indiv iduals  and couples  face infert i l i ty 
i ssues and use MAR,  speci f y ing however 
that  MAR procedure can be long and 
di f f icul t ,  and can present  psychological 
chal lenges . 

• 	 C l in ic  websi tes  should prov ide 
informat ion about psychological  ser v ices , 
fac i l i tate access  to these ser v ices  (where 
avai lable) ,  and address  th is  informat ion 
to a l l  prospect ive parents  (e .g .  regardless 
of  gender)  and those contr ibut ing to 
reproduct ion (e .g .  donors ) .

• 	 C l in ics  should prov ide systematic ,  c lear 
and comprehensive informat ion on MAR 
procedures ,  techniques ,  costs ,  and on 
re levant  legal  f ramework .

• 	 C l in ics  should present  thei r  ser v ices 
in  ways that  are cons istent  with legal 
access  in  thei r  respect ive countr ies  and/
or  c lear ly  expla in any legal  rest r ict ions 
on access  (e .g .  the nul l i ty  of  surrogacy 
contracts ) .

• 	 Informat ion prov ided by c l in ics  should 
be more gender-balanced (not  focus ing 
only  on women and motherhood) ,  in  order 
to avoid contr ibut ing to the dominant 
socia l  representat ion that  infert i l i ty  i s 
a  women’s  i ssue and to reduce socia l 
pressure on women to conceive .  C l in ics 
might avoid us ing pink on fert i l i ty 
websi tes  and use a  more gender-neutra l 
colour .

• 	 Informat ion prov ided by c l in ics  should 
be more gender- inclus ive (cons ider ing 
s ingle indiv iduals ,  same-sex couples 
and a lso t rans and intersex people) .  In 
the context  of  cr yopreser vat ion ,  pre-
t rans i t ion gamete f reez ing should be 
named expl ic i t ly .

• 	 C l in ics  should address  people with 

disabi l i t ies ,  who should be kept in  mind 
as  poss ible  MAR users .

• 	 C l in ics  should be less  heterocentr ic 
( focused on heterosexual  couples)  and 
cons ider  the di f ferent  ex ist ing fami ly 
conf igurat ions ,  inc luding mult ip le 
parenthood.

• 	 The informat ion and advert is ing prov ided 
by c l in ics  should ref lect  the ethnic , 
cultura l ,  and rac ia l  d ivers i ty  of  European 
c i t izens .  Infert i l i ty  and i ts  t reatment 
should not  be presented as  i f  i t  were 
exclus ive to certa in groups . 

• 	 C l in ics  should be less  market-or iented 
( less  use of  super lat ives  to descr ibe thei r 
ser v ices ,  exper ience and per formance) 
and more grounded in socia l  and human 
real i ty .

• 	 C l in ics  should avoid present ing 
themselves  as  “dream sel lers ”  to  avoid 
fa lse hopes and should not  represent 
MAR as  a  condit ion for  happiness  in  l i fe . 
They should ment ion other  a l ternat ives 
for  becoming parents . 

• 	 C l in ics  should not  contr ibute to taboos 
regarding infert i l i ty  and MAR.  They 
should not  avoid speaking of  sexual i ty 
( sexual  intercourse)  and masturbat ion 
(as  the pr imary way to col lect  sperm) . 

• 	 Publ ic  informat ion should be avai lable 
and disseminated in local  languages 
(and not  only  in  Engl ish) .

• 	 Publ ic  informat ion campaigns on 
infert i l i ty  (causes ,  prevalence)  and 
MAR poss ib i l i t ies  should be carr ied out 
to better  inform general  populat ion , 
inc luding young people who appear  to 
have l i t t le  knowledge of  the subject ,  and 
to ra ise awareness . 

• 	 Publ ic  informat ion campaigns should be 
gender-balanced and gender- inclus ive . 
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WITH REGARD TO SUCCESS 
RATES IT IS RECOMMENDED 
THAT: 

• 	 Success  rate should be c lear ly  def ined as 
l i ve  bi r th ,  in  a l ignment with expectat ions 
of  persons seeking fert i l i ty  t reatment 
and thei r  main reason for  contract ing 
the ser v ices  of  a  c l in ic . 

• 	 Informat ion about success  rates  should 
be based on best  ava i lable ev idence . 
Cl in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 Di f ferent  success  rates  should be 
speci f ied in re lat ion to age ,  d i f ferent 
techniques ,  and use of  egg donat ion . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 Informat ion about success  rates  prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent . 

WITH REGARD TO ADD-ONS IT IS 
RECOMMENDED THAT:

• 	 C l in ics  should prov ide c lear  informat ion , 
based on best  ava i lable ev idence ,  in 
support  of  any c la im that  add-ons can 
improve fert i l i ty  t reatment outcomes .  I f 
such data i s  unavai lable ,  c l in ics  should 
make this  c lear . 

• 	 A l l  r i sks  associated with the use of  add-
ons should be c lear ly  expla ined.

• 	 C l in ics  should prov ide access  to 
ev idence-based sources of  data on add-
ons for  purposes of  ver i f icat ion .

• 	 In format ion about add-ons prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent . 

 

L E G A L  G U I D E L I N E S
D E F I C I E N C I E S  I N  T H E  I N F O R M AT I O N  P R O V I D E D  B Y  C L I N I C S :

Al l  informat ion prov ided by c l in ics  — through thei r  websi tes ,  advert is ing ,  and 
documents  of  informed consent  — is  regulated by legal  s tandards for  t ruthful 
advert is ing and informed consent .  We have found that  informat ion prov ided 
by c l in ics  about success  rates  of  fert i l i ty  t reatments ,  add-ons (supplementar y 
procedures  of fered by c l in ics  for  the purpose of  improving fert i l i ty  t reatment 
outcomes) ,  and poss ible  r i sks  associated with MAR does not  meet these 
standards .   Accordingly ,  in  the interest  of  greater  t ransparency ,  we make the 
fo l lowing recommendat ions for  the improvement of  th is  informat ion :
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WITH REGARD TO POSSIBLE 
ASSOCIATED RISKS IT IS 
RECOMMENDED THAT:

• 	 In  websites ,  advert is ing ,  and documents of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
persons undergoing fert i l i ty  t reatment . 
C l in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 In  websites ,  advert is ing ,  and documents of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
chi ldren conceived through MAR.  

• 	 This  informat ion should di f ferent iate 
speci f ic  r i sks  associated with di f ferent 
techniques ( IUI ,  IVF ,  ICSI )  and procedures 
(chemical  and phys ical  manipulat ion of 
gametes and embryos) .  C l in ics  should 
c lar i f y  the st rength of  th is  ev idence . 

• 	 Informat ion about r i sks  should be 
expressed at  two levels :  in  technical 
terms that  speci f y  the type of  r i sk  and 
i ts  probabi l i ty ,  and in nontechnical 
language that  i s  readi ly  access ible  to 
the publ ic  (e .g . ,  us ing i l lust rat ions i f 
necessar y ) . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 Informat ion about associated health 
r i sks  to MAR prov ided through websi tes 
and advert is ing should match the 
informat ion prov ided through informed 
consent . 

ADDITIONAL KEY 
RECOMMENDATIONS AND 
CONSIDERATIONS

• 	 C l in ics  should make documents  of 
informed consent  avai lable to the publ ic 
through thei r  websi tes .

• 	 C l in ics  should make informat ion sheets 
and informed consent  forms adapted to 
people with disabi l i t ies  as  required by 
art ic le  25 of  United Nat ions Internat ional 
Convent ion on the Rights  of  Persons with 
Disabi l i t ies .

• 	 Recommended that  health author i t ies 
create a  cata logue of  informed consent 
forms and informat ion sheets  that 
comply with current  regulat ions .

• 	 C l in ics  can prov ide informat ion about 
reproduct ive health ser v ices  avai lable 
in  other  countr ies  but  should avoid 
promoting t ravel  across  borders  to obtain 
these ser v ices  in  ways that  impl ic i t ly 
or  expl ic i t ly  c i rcumvent domest ic  laws 
(e .g . ,  lack of  legal  support  for  surrogacy 
contracts ) . 

• 	 Widespread concern among young 
people about “des igner  babies”  points  to 
need for  informat ion about ethics  and 
legal  regulat ion of  gamete donat ion .  

• 	 Many young people support  equal  access 
to MAR,  but  thei r  pos i t ions on surrogacy 
are diverse ,  ref lect ing the ongoing 
ethical  and jur id ical  debate . 

• 	 Many young people v iew parenthood as 
a  r ight  but  do not  c lear ly  d ist inguish 
between c la im r ights  and l iberty  r ights—
being ent i t led vs .  being f ree to have 
chi ldren . 

• 	 At  the European level  there i s  a 
poss ible  inconsistency between chi ld ’s 
r ight  to knowledge of  b io logical 
or ig ins  ( Internat ional  Convent ion on 
Rights  of  the Chi ld ,  art .  8  European 
Counci l  Recommendat ion 2156/2019, 
Recommendat ions of  nat ional 
b ioethics  committees ,  e .g . ,  in  Spain 
and Switzer land)  and donor  anonymity 
(domest ic  regulat ions) .
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N A T I O N A L 
R E C O M M E N D A T I O N 
G U I D E L I N E S 

0 4

This  sect ion presents  recommendat ions 
that  have been elaborated by the research 
team for  each countr y  (Albania ,  Belg ium, 
I ta ly ,  Kosovo ,  North Macedonia ,  S lovenia , 
Spain ,  Switzer land)  based on the fo l lowing :  
1 ) 	 data col lected over  the course of  the 

project  through qual i tat ive inter v iews 
with youth c i t izens f rom each countr y , 
a  sur vey of  informat ion found on the 
webpages of  ass is ted reproduct ion 

c l in ics  se lected f rom each countr y , 
and a rev iew of  the nat ional  and 
internat ional  legal  f rameworks 
concerning the object  of  invest igat ion . 

2 ) 	 sc ient i f ic  analyses  of  th is  informat ion 
carr ied out  by separate teams of  the 
B2- InF consort ium composed of  experts 
in  the f ie lds  of  gender ,  soc iocultura l 
context ,  and law.

ALBANIAN CONTEXT

The fert i l i ty  rate in  Albania has decreased 
s l ight ly  in  recent  years  to i ts  current  level 
of  1 .6  chi ldren per  woman,  but  remains 
s l ight ly  above the European average 3.  The 
average age of  women at  f i r s t  b i r th i s  22 
years  and can be even younger 4 among 
women f rom rura l  areas ,  those with a  lower 
economic level ,  and in Musl im populat ions . 
Albania has not  regulated Medical ly 
Ass isted Reproduct ion (MAR) to date .  In 
2002 ,  the Albanian government decided 
to implement some prov is ions regarding 
MAR in the law on “Reproduct ive Health” . 
This  law groups MAR together  with other 
reproduct ive i ssues and,  as  a  result ,  does 
not  address  i ts  speci f ic  ethical  problems. 

S ince 2002,  no regulat ion has been 
adopted in order  to implement specia l 
legal  prov is ions .   Because of  th is  lack of 
regulat ion ,  the legal  s i tuat ion in Albania i s 
character ized by uncerta inty  regarding the 
status  of  the donor ,  the r ights  of  the chi ld , 
and especia l ly  the cr i ter ia  sett led by the 
health prov iders  for  users 5.
There are 11 c l in ics  in  the countr y 
per forming MAR treatments ,  and a l l  of 
them are pr ivate .  The government of 
Albania does not  prov ide publ ic  funding 
for  th is  type of  t reatment and there i s  no 
nat ional  register  of  MAR act iv i ty  in  the 
countr y .  A lbania i s  a  dest inat ion for  cross-
border  reproduct ive care 6,  but  Albanians 
are a lso t ravel l ing to other  countr ies , 
especia l ly  Greece and North Macedonia ,  to 
use MAR.
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3  Fertility rate, total (births per woman) - Albania | Dating [Internet]. [cited 2022 Jan 24]. Available from: https://data.worldbank.org/indicator/SP.DYN.TFRT.IN?locations=AL
4 	Talukder A, Khan ZI, Khatun F, Tahmida S. Factors associated with age of mother at first birth in Albania: application of quantile regression model. Helyon [Internet]. 2021 Mar 

1 [cited 2022 Jan 24];7(3):e06547. Available from: https://www.sciencedirect.com/science/article/pii/S2405844021006502
5 	Calhaz-Jorge C, De Geyter CH, Kupka MS, et al. Survey on ART and IUI: legislation, regulation, funding and registries in European countries: The European IVF-monitoring 

Consortium (EIM) for the European Society of Human Reproduction and Embryology (ESHRE). Hum Play Open 2020(1): hoz044. doi:10.1093/hropen/hoz044
6 	 The European IVF-Monitoring Consortium (EIM) for the European Society of Human Reproduction and Embryology (ESHRE), Wyns C, De Geyter C, Calhaz-Jorge C, Kupka 

MS, Motrenko T, et al. ART in Europe, 2017: results generated from European registries by ESHRE. Human Reproduction Open [Internet]. 2021 Jun 1 [cited 2021 Oct 25];2021(3). 
Available from: https://doi.org/10.1093/hropen/hoab026
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FIELDWORK DESCRIPTION 

INTERVIEWS
Inter v iewees were recrui ted through a 
convenience sample technique .  Indiv iduals 
were ident i f ied through by Health Grouper 
(B2- InF partner ) .  Researchers  ident i f ied 
indiv iduals  who compl ied with the required 
demographic and socia l  character is t ics 
and inv i ted them to part ic ipate .  Most  of 
those inv i ted accepted the inv i tat ion . 
In  tota l ,  11 inter v iews were carr ied out 
between May and September 2021,  a l l  of 
them conducted in Albanian language.  In 
re lat ion to the geographical  d ist r ibut ion , 
most  of  the inter v iewees came f rom Ti rana , 
the countr y ’ s  capita l .  A l though one thi rd 
of  the sample were current ly  located in 
T i rana ,  they were or ig inal ly  f rom di f ferent 
areas  of  the countr y .
Three out  of  11 inter v iews were conducted 
remotely ,  and 8 inter v iews took place 
face-to- face .  One of  the three remote 
inter v iews was done by phone cal l  and the 
other  two by WhatsApp cal l .  No sect ion 
of  the inter v iews had to be sk ipped due 
to embarrassment or  other  d i f f icul t ies . 
Sometimes i t  was necessar y  to ask the 
inter v iewee the same quest ion more than 
once in order  to col lect  better  and more 
art iculated opinions .

CLINICS 
Due to the low number of  MAR cl in ics  in 
Albania ,  a  Google tool  search was per formed 
us ing keywords such as  “ IVF Centres”  or 
“Ass isted Reproduct ion Centres” ,  and 
the f ive  centres  that  appeared f i rs t  were 
se lected.  Subsequent ly ,  the se lect ion of 
centres  was checked with local  experts  in 
health ser v ices  research .  Local  language 
and countr y  were set  up as  preferred for 
ever y  search that  was conducted.  Other 
sources such as  journals  or  b log art ic les 
that  were not  f rom IVF centres  were 
excluded.
Data col lect ion was carr ied out  by 
Mediste l la  dur ing November and December 
2021.  Websites  f rom selected MAR cl in ics 
were explored in local  language (Albanian) 
and then t rans lated into Engl ish .  Al l  the 
informat ion was col lected and organized 
by specia l ly  des igned templates .  Once the 
template was completed,  i t  was rev iewed by 
an Engl ish nat ive speaker .  Approximately 
140 pages were col lected f rom Albanian 
MAR cl in ics ’  websi tes .
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• 	 To educate c i t izens ,  infert i l i ty  should 
be the focus of  a  publ ic  informat ion 
and awareness- ra is ing campaign 
di rected by publ ic  health author i t ies . 
The campaign should de-st igmat ize 
infert i l i ty  by prov iding informat ion about 
the prevalence and causes of  infert i l i ty 
in  both men and women.  I t  should 
prov ide informat ion about the fu l l  range 
of  methods avai lable to couples  and 
indiv iduals  for  becoming parents .  

• 	 C l in ics  should prov ide more gender-
inclus ive informat ion ,  and less  female-
centred informat ion ,  to  counteract  the 
socia l  representat ion that  infert i l i ty  i s  a 
women’s  i ssue ( include ,  for  example ,  ICSI 
and sperm donat ion in the techniques for 
deal ing with infert i l i ty  in  men) .

• 	 C l in ics  should present  informat ion and 
advert is ing (e .g . ,  photos)  in  a  manner  that 
ref lects  the ethnic ,  rac ia l ,  and cultura l 
d ivers i ty  of  Albanian c i t izens ,  and should 
prov ide informat ion on opt ions for  a l l 
genders  and/or  sexual  or ientat ions .

• 	 C l in ics  should reassure future pat ients  in 
face of  society ’ s  cr i t ica l  v iew of  Medical ly 
Ass isted Reproduct ion (MAR) .

• 	 C l in ics  should prov ide psychological 
support .

• 	 C l in ics  should prov ide informat ion that 
i s  cons istent  with and adapted to the 
countr y ’ s  laws . 

• 	 C l in ics  should prov ide more deta i led 
informat ion about the costs  of  fert i l i ty 
t reatment and success  rates  according 
to age ,  and about the legal  f ramework 
( for  instance ,  who has access  to MAR in 
Albania) .

• 	 The government should be aware that 
young people are concerned not  only  for 
improved access  to fert i l i ty  t reatment but 
a lso for  universa l  access  to bas ic  ser v ices 
of  pr imary and reproduct ive healthcare .

S O C I O C U L T U R A L  A N D  G E N D E R  G U I D E L I N E S

Being better  informed about infert i l i ty  t reatment requires  that  the informat ion 
prov ided by c l in ics  i s  a l igned with the concerns and expectat ions of  the 
publ ic ,  especia l ly  young populat ions .  I t  a lso requires  that  c i t izens are better 
educated about infert i l i ty ,  inc luding i ts  causes ,  prevalence ,  and t reatment . 

1.2	Recommendation guidel ines
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WEAKNESSES OF THE LEGAL 
FRAMEWORK IN ALBANIA: 

• 	 Poor  legal  f ramework :  Law 8876 On 
Reproduct ive Health (2002)  i s  now 20 
years  o ld ,  needs developing and updat ing 
to conform to European Court  of  Human 
Rights  case law.

• 	 No nat ional  commiss ion for  overs ight  of 
MAR;  Albanian law does not  prov ide for 
i t .

• 	 A l though surrogacy contracts  are 
cons idered nul l  and void ,  and Albanian 
law determines parentage in favour  of 
the woman who gives  bi r th ,  Albania 
has become a common dest inat ion for 
cross-border  surrogacy programmes 
or ig inat ing in Russ ia  and Ukra ine , 
leading to increased r i sk  of  reproduct ive 
explo i tat ion and vulnerabi l i ty  of  intended 
parents  dur ing the current  conf l ict  in 
Ukra ine .

• 	 Lack of  c lar i ty  about access :  art .  30 
establ ishes r ight  for  indiv iduals  and 
couples  to have access  to MAR,  but 
same art ic le  l inks  access  to ex istence of 
fert i l i ty  problems in couple . 

• 	 Legal  rest r ict ion of  fert i l i ty  t reatment to 
infert i le  couples  does not  account for  the 
fact  that  according to European Court  of 
Human Rights  case law ( Costa Pavan v . 
I ta ly ,  2012) ,  access  must  be guaranteed 
to couples  carr y ing genet ic  d iseases .

• 	 No law speci f ica l ly  establ ishes obl igat ion 
to report  on MAR,  but  th is  i s  impl ied by 
regulat ion of  sexual  and reproduct ive 
health (art .  3 ) .

• 	 Poss ible  inconsistency between chi ld ’s 
r ight  to knowledge of  b io logical  or ig ins 
( Chi ld Convent ion ,  art .  8 ;  European 
Counci l  Recommendat ion 2156/2019) 
and donor  anonymity . 

• 	 No deta i led regulat ion of  informed 
consent ,  c l in ics  do not  make this  info 
publ ic .

DEFICIENCIES IN THE 
INFORMATION PROVIDED BY 
CLINICS:

Al l  informat ion prov ided by c l in ics  — 
through thei r  websi tes ,  advert is ing ,  and 
documents  of  informed consent  — is 
regulated by legal  s tandards for  t ruthful 
advert is ing and informed consent .  We have 
found that  informat ion prov ided by c l in ics 
about success  rates  of  fert i l i ty  t reatments , 
add-ons (supplementar y  procedures 
of fered by c l in ics  for  the purpose of 
improving fert i l i ty  t reatment outcomes) , 
and poss ible  r i sks  associated with MAR does 
not  meet these standards .  Accordingly ,  in 
the interest  of  greater  t ransparency ,  we 
make the fo l lowing recommendat ions for 
the improvement of  th is  informat ion :

WITH REGARD TO SUCCESS 
RATES IT IS RECOMMENDED 
THAT: 

• 	 Success  rate should be c lear ly  def ined as 
l i ve  bi r th ,  in  a l ignment with expectat ions 
of  persons seeking fert i l i ty  t reatment 
and thei r  main reason for  contract ing 
the ser v ices  of  a  c l in ic . 

• 	 In format ion about success  rates  should 
be based on best  ava i lable ev idence . 
Cl in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 Di f ferent  success  rates  should be 
speci f ied in re lat ion to age ,  d i f ferent 
techniques ,  and use of  egg donat ion . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 In format ion about success  rate prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent . 

L E G A L  G U I D E L I N E S

The avai labi l i ty  and adequacy of  informat ion prov ided by c l in ics  depends in 
part  on the state of  the re levant  legal  f rameworks :  laws that  regulate fert i l i ty 
t reatments  and health ser v ices  in  general ,  laws that  regulate informed 
consent  and the use of  personal  data ,  laws that  regulate advert is ing ,  as  wel l 
as  laws that  af fect  marr iage and paternity . 
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WITH REGARD TO ADD-ONS IT IS 
RECOMMENDED THAT: 

• 	 C l in ics  should prov ide c lear  informat ion , 
based on best  ava i lable ev idence ,  in  support 
of  any c la im that  add-ons can improve 
fert i l i ty  t reatment outcomes .  I f  such data i s 
unavai lable ,  c l in ics  should make this  c lear . 

• 	 A l l  r i sks  associated with the use of  add-ons 
should be c lear ly  expla ined.

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data on add-ons for  purposes 
of  ver i f icat ion .

• 	 Informat ion about add-ons prov ided through 
websi tes  and advert is ing should match the 
informat ion prov ided through informed 
consent . 

WITH REGARD TO POSSIBLE 
ASSOCIATED RISKS IT IS 
RECOMMENDED THAT:

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable ev idence , 
about potent ia l  health r i sks  for  persons 
undergoing fert i l i ty  t reatment .  C l in ics  should 
c lar i f y  the st rength of  th is  ev idence . 

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable ev idence , 
about potent ia l  health r i sks  for  chi ldren 
conceived through MAR.  

• 	 This  informat ion should di f ferent iate speci f ic 
r i sks  associated with di f ferent  techniques 
( IUI ,  IVF ,  ICSI )  and procedures  (chemical 
and phys ical  manipulat ion of  gametes and 
embryos) .  C l in ics  should c lar i f y  the st rength 
of  th is  ev idence . 

• 	 Informat ion about r i sks  should be expressed 
at  two levels :  in  technical  terms that  speci f y 
the type of  r i sk  and i ts  probabi l i ty ,  and 
in nontechnical  language that  i s  readi ly 
access ible  to the publ ic  (e .g . ,  us ing i l lust rat ions 
i f  necessar y ) . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 Informat ion about associated health r i sks 
to MAR prov ided through websi tes  and 
advert is ing should match the informat ion 
prov ided through informed consent . 

ADDITIONAL KEY 
RECOMMENDATIONS FOR CLINICS:

• 	 C l in ics  should make documents  of  informed 
consent  avai lable to the publ ic  through thei r 
websi tes .

• 	 C l in ics  should make informat ion sheets  and 
informed consent  forms adapted to people 
with disabi l i t ies  as  required by art ic le  25 of 
United Nat ions Internat ional  Convent ion on 
the Rights  of  Persons with Disabi l i t ies .

• 	 C l in ic  websi tes  should descr ibe the condit ions 
for  receiv ing governmental  support  (e .g . , 
through the publ ic  health system) for  fert i l i ty 
t reatment (e .g . ,  age of  the woman,  etc . )  and 
should prov ide informat ion about a l ternat ive 
methods . 

• 	 C l in ic  websi tes  should c lar i f y  that  surrogacy 
contracts  are not  legal ly  supported in Albania .

• 	 C lar i f icat ion of  access  i s  needed:  art .  30 
establ ishes r ight  for  indiv iduals  and couples , 
but  same art ic le  l inks  access  to ex istence of 
fert i l i ty  problems in couple .  Does not  ment ion 
couples  who are carr iers  of  genet ic  d isease .  

• 	 St r ict  compl iance with pr inciples  of 
authent ic i ty  and t ruthfulness :  advert is ing 
should be c lear ly  ident i f iable as  such and 
should not  be incomplete or  otherwise 
mis leading (Law 97/2013 art .  43 ,  LAW Nr .9902 , 
dated 17 .4 .2008 on consumer protect ion) . 

  
CONSIDERATIONS FOR THE 
IMPROVEMENT OF PUBLIC 
INFORMATION:

• 	 I t  i s  recommended that  health author i t ies 
create a  cata logue of  informed consent  forms 
and informat ion sheets  that  comply with 
current  regulat ions .

• 	 Persons seeking fert i l i ty  t reatment should 
be informed of  ava i lable a l ternat ives  to 
MAR,  including adopt ion and the poss ib i l i ty 
of  t reat ing infert i l i ty  through biomedical 
inter vent ion . 

• 	 A nat ional  regist r y  of  c l in ics  should be 
created that  prov ides standardized,  up-to-
date informat ion about success  rates . 

• 	 C i t izens should be informed of  the legal 
def in i t ion and condit ions of  parenthood and 
of  the r ights  that  are impl icated by fert i l i ty 
t reatment ( r ights  of  parents ,  r ights  of  donors , 
r ights  of  of fspr ing) .

• 	 Publ ic  informat ion campaigns need support 
f rom government and health author i t ies : 
A lbania does not  have a nat ional  commiss ion 
for  MAR;  a  Nat ional  Bioethics  Committee 
ex ists  but  has no websi te . 

• 	 Obl igat ion to report  on MAR is  impl ied by 
Law 8876 art .  3 :  publ ic  informat ion campaign 
recommended.
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BELGIAN CONTEXT

The fert i l i ty  rate in  Belg ium has been 
decl in ing s ince 2010.  In  that  year ,  the 
fert i l i ty  rate was 1 .85 chi ldren per  woman, 
whereas in  2020 the tota l  fert i l i ty  rate 
decreased to 1 .55 chi ldren per  woman 7. 
S ince 1998 the average age of  mothers 
at  b i r th in  Belg ium has increased,  f rom 
29 in 1998 to 31 years  in  2020 8.  There 
are di f ferences among regions ,  with a 
s igni f icant ly  h igher  average age in Brussels 
(32 years )  than in F landers  and Wal lonia 
(31 years  o ld) .
Regarding legis lat ion ,  MAR in Belg ium 
is  regulated by the law of  6  July  2007. 
The techniques a l lowed in Belg ium are : 
intrauter ine inseminat ion ( IUI ) ,  in  v i t ro 
fert i l izat ion ( IVF) ,  intracytoplasmic sperm 
in ject ion ( ICSI ) ,  egg and sperm donat ion , 
egg f reez ing ,  and pre implantat ion genet ic 
d iagnosis  (PGD) .  Egg and sperm donat ion 
can be anonymous or  non-anonymous ,  but 
embryo donat ion is  only  anonymous 9.  No 
speci f ic  law regulates  surrogacy in  the 
current  Belg ian legis lat ion . 

With regard to access ib i l i ty ,  MAR 
techniques in  Belg ium are access ible 
for  heterosexual  couples ,  s ingle women, 
female couples  and,  on a case-by-case 
bas is ,  for  male couples .  MAR is  covered 
by socia l  insurance for  Belg ian women up 
to 43 .  Because of  the wide access ib i l i ty  to 
MAR techniques ,  Belg ium is  cons idered an 
‘open state ’  and a f requent dest inat ion of 
cross-border  reproduct ive care 10.
The Medical ly  Ass isted Reproduct ion (MAR) 
data f rom Belgium has been recorded by the 
Belg ian Register  for  Ass isted Procreat ion 
(BELRAP)  s ince 1989 11.  According to th is 
regist r y ,  39 ,489 cycles  were per formed 
in 2018 and 5 ,954 chi ldren were born 
through MAR 12.
The number of  centres  that  prov ide MAR 
in Belg ium is  l imited by law 13.  There are 17 
medical  centres  which diagnose and t reat 
infert i l i ty  but  do not  have a MAR laborator y ; 
and there are 18 medical  centres  with a 
MAR laborator y .  There are no completely 
pr ivate MAR centres  in  Belg ium.

0 2 2.1	Introduct ion
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7 	 Statbel. Sharp drop in births in 2020 [Internet]. [cited 2022 Jan 12]. Available from: https://statbel.fgov.be/
en/news/sharp-drop-births-2020

8 	 Statbel. A still declining birth rate and fertility rate [Internet]. 2019 [cited 2022 Jan 12]. Available from: 
https://statbel.fgov.be/en    /news/still-declining-birth-rate-and-fertility-rate

9 	 Pennings G. Belgian Law on Medically Assisted Reproduction and the Disposition of Supernumerary 
Embryos and Gametes. Eur J Health Law [Internet]. 2007 Jan 1 [cited 2022 Jan 11];14(3):251–60. Available 
from: https://brill.com/view/journals/ejhl/14/3/article-p251_4.xml

10 	Merchant J, editor. Access to Assisted Reproductive Technologies: The Case of France and Belgium. New 
York; 2020.

11 	 BELRAP[web] [cited 2022 Jan 11].Available from:https://www.belrap.be/Public/Default.aspx?Lg=En
12 	Anagnostou E, Blockeel MC, Delbaere MA, member Devreker AF, Vandekerckhove MF, Belmans A, et al. 

Assisted Reproductive Technology National Summary Report Belgium 2018. College of Physicians Repro-
ductive Medicine [Internet]. 2021 [cited 2022 Jan 11]. Available from: www.belrap.be.

13 	Calhaz-Jorge C, De Geyter C h, Kupka MS, Wyns C, Mocanu E, Motrenko T, et al. Survey on ART and 
IUI: legislation, regulation, funding and registries in European countries. Hum Reprod Open. 2020 Jan 
1;2020(1).
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FIELDWORK DESCRIPTION 

INTERVIEWS
The recrui tment of  part ic ipants  was 
organized through two recrui tment of f ices , 
one in the Francophone area and the other 
one in the F lemish region of  the contracted 
company based in Belg ium. 
15 inter v iews were carr ied out  in  Belg ium 
dur ing June 2021.  E ight  inter v iews were 
conducted in French and seven in Dutch . 
One of  the inter v iews carr ied out  in  Dutch 
was removed f rom the sample because i t 
met the exclus ion cr i ter ia .  The young people 
who took part  in  the inter v iews mainly 
came f rom Antwerp and the prov ince of 
Antwerp ,  Brussels ,  Brussels -Capita l  Region , 
the prov ince of  Wal loon Brabant and the 
prov ince of  L iège in order  to ensure a  good 
dist r ibut ion between F landers  and Wal lonia . 
Because of  the COVID-19 pandemic ,  a l l 
inter v iews took place onl ine through v ideo 
cal l  v ia  Whereby plat form. 
Respondents  were ver y  wi l l ing to cooperate , 
spoke openly  and answered a l l  quest ions . 
Only  the inter v iew with an unmarr ied Musl im 
woman was s l ight ly  more compl icated 
because sexual i ty  and fert i l i ty  are i ssues 
that  she would not  normal ly  d iscuss .

CLINICS 
A thematic  search was per formed with the 
tool  Google TRENDS in order  to se lect  the 
most  used/common keywords among the 
populat ion when searching MAR cl in ics . 
Top 5 keywords (1 .PMA;  2 .F IV ;  3 .Fecondat ion ; 
4 .Fert i l i té ;  5 . ICSI )  were se lected and used 
one by one and searched in Google to 
choose the 5 most  popular  c l in ics  that 
appeared in the f i r s t  p lace for  each keyword 
search .  Local  language and countr y  were 
set  up as  preferred when ever y  search was 
conducted.  Other  sources ,  such as  journals 
or  b log art ic les ;  that  were not  f rom IVF 
centres  were excluded.
Data col lect ion was carr ied out  by 
Mediste l la  dur ing November 2021.  Websites 
f rom selected MAR cl in ics  were explored in 
local  language (French)  and then t rans lated 
into Engl ish .  Al l  in format ion was col lected 
by a  specia l ly  des igned template .  Once the 
template was completed,  i t  was rev iewed 
by an Engl ish nat ive speaker .  Belg ian MAR 
cl in ics  prov ide ver y  extens ive informat ion in 
thei r  websi tes .  In  tota l ,  a lmost  300 pages 
were col lected .
In addit ion ,  Mediste l la  contacted Belgium 
MAR cl in ics  d i rect ly  as  wel l  as  by “myster y 
shopping” ,  in  order  to col lect  extra 
informat ion (e .g . ,  leaf lets  and consent 
forms)  and one c l in ic  prov ided informat ion 
about pr ices .  Three of  the f ive  fac i l i t ies  had 
the consent  forms avai lable onl ine .
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• 	 To educate c i t izens ,  infert i l i ty  should be 
the focus of  a  publ ic  informat ion and 
awareness- ra is ing campaign di rected by 
publ ic  health author i t ies .  The campaign 
should de-st igmat ize infert i l i ty  by 
prov iding informat ion about the 
prevalence and causes of  infert i l i ty 
in  both men and women.  I t  should 
prov ide informat ion about the fu l l  range 
of  methods avai lable to couples  and 
indiv iduals  for  becoming parents .

• 	 The topic  of  infert i l i ty  should be included 
in school  curr icula  in  accordance with 
governmental  s tandards and guidel ines 
(e .g . ,  as  part  of  ex ist ing curr icula  on 
human reproduct ion or  sexual i ty ) .  

• 	 C l in ics  websi tes  should be more 
ergonomic ,  with s impler  and more 
wel l -synthes ized informat ion ( to  avoid 
confus ion) ,  with less  medical  terms and 
deta i l s . 

• 	 C l in ics  should prov ide a separate sect ion 
on LGBTQ+ access  and opt ions for 
Medical ly  Ass isted Reproduct ion (MAR) , 
with specia l  attent ion to t rans and 
intersex fert i l i ty .

• 	 C l in ics  should be more t ransparent  about 
costs  of  t reatment ,  prov iding informat ion 

about pr ices  of  d i f ferent  techniques and 
add-ons .

• 	 In format ion on c l in ics  websi te  should 
be more gender-balanced.  Parenthood 
should not  be presented as  assumed for 
heterosexual  couples  vs .  a  “choice”  for 
same-sex couples .  Treatment should be 
presented without taboos ( for  instance , 
with sperm col lect ion) .

• 	 The government should be aware that 
young people are concerned not  only  for 
improved access  to fert i l i ty  t reatment 
but  a lso for  universa l  access  to bas ic 
ser v ices  of  pr imary and reproduct ive 
healthcare .

S O C I O C U L T U R A L  A N D  G E N D E R  G U I D E L I N E S

Being better  informed about infert i l i ty  t reatment requires  that  the informat ion 
prov ided by c l in ics  i s  a l igned with the concerns and expectat ions of  the 
publ ic ,  especia l ly  young populat ions .  I t  a lso requires  that  c i t izens are better 
educated about infert i l i ty ,  inc luding i ts  causes ,  prevalence ,  and t reatment . 

2.2	Recommendation guidel ines
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STRENGTHS OF THE LEGAL 
FRAMEWORK IN BELGIUM: 

• 	 Law obl iges  c l in ics  to not i f y  Belg ian 
Ass isted Procreat ion Regist r y  of  results 
indicators .

• 	 Deta i led regulat ion of  informed consent 
(Pat ient  Rights  Law 2002) .

• 	 Belg ian law of  August  22 ,  2022 ,  on medical 
ass is ted procreat ion ,  guarantees pat ient ’ s 
r ight  to c lear  and complete informat ion 
(art .  7 )  and protect ion of  personal  data 
(art .  10) .

• 	 The MAP law prescr ibes a  duty  for  c l in ics 
to prov ide counsel l ing (psychological 
support )  dur ing the process  (art .  6 ) .

• 	 Poss ib i l i ty  of  non-anonymous gamete 
donat ion guarantees the future chi ld ’s 
r ight  to know i ts  b io logical  or ig ins .  On the 
other  hand,  young people have expressed 
concern that  th is  may lead to eugenic 
manipulat ion of  gamete se lect ion (which 
is  banned by art .  23 MAP Law) .

WEAKNESSES OF THE LEGAL 
FRAMEWORK IN BELGIUM:

• 	 Poss ible  inconsistency between chi ld ’s 
r ight  to knowledge of  b io logical  or ig ins 
( Chi ld Convent ion ,  art .  8 ;  European 
Counci l  Recommendat ion 2156/2019)  and 
donor  anonymity  (a l lowed by Belg ian law) . 

• 	 No c lear  and cons istent  def in i t ion of 
success  rate .

• 	 No deta i led regulat ion of  informed 
consent ;  c l in ics  do not  make this  info 
publ ic .

DEFICIENCIES IN THE INFORMATION 
PROVIDED BY CLINICS:

Al l  informat ion prov ided by c l in ics  — through 
thei r  websi tes ,  advert is ing ,  and documents 
of  informed consent  — is  regulated by 
legal  s tandards for  t ruthful  advert is ing 
and informed consent .  We have found 
that  informat ion prov ided by c l in ics  about 
success  rates  of  fert i l i ty  t reatments ,  add-
ons (supplementar y  procedures  of fered by 

c l in ics  for  the purpose of  improving fert i l i ty 
t reatment outcomes) ,  and poss ible  r i sks 
associated with MAR does not  meet these 
standards .  Accordingly ,  in  the interest  of 
greater  t ransparency ,  we make the fo l lowing 
recommendat ions for  the improvement of 
th is  informat ion :

WITH REGARD TO SUCCESS RATES 
IT IS RECOMMENDED THAT:  

• 	 Success  rate should be c lear ly  def ined as 
l i ve  bi r th ,  in  a l ignment with expectat ions 
of  persons seeking fert i l i ty  t reatment and 
thei r  main reason for  contract ing the 
ser v ices  of  a  c l in ic . 

• 	 In format ion about success  rates  should 
be based on best  ava i lable ev idence . 
Cl in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 Di f ferent  success  rates  should be speci f ied 
in re lat ion to age ,  d i f ferent  techniques , 
and use of  egg donat ion . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 In format ion about success  rates  prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent .  

WITH REGARD TO ADD-ONS IT IS 
RECOMMENDED THAT:

• 	 C l in ics  should prov ide c lear  informat ion , 
based on best  ava i lable ev idence ,  in 
support  of  any c la im that  add-ons can 
improve fert i l i ty  t reatment outcomes .  I f 
such data i s  unavai lable ,  c l in ics  should 
make this  c lear . 

• 	 A l l  r i sks  associated with the use of  add-
ons should be c lear ly  expla ined.

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data on add-ons for 
purposes of  ver i f icat ion .

• 	 In format ion about add-ons prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent .  

L E G A L  G U I D E L I N E S

The avai labi l i ty  and adequacy of  informat ion prov ided by c l in ics  depends in 
part  on the state of  the re levant  legal  f rameworks :  laws that  regulate fert i l i ty 
t reatments  and health ser v ices  in  general ,  laws that  regulate informed 
consent  and the use of  personal  data ,  laws that  regulate advert is ing ,  as  wel l 
as  laws that  af fect  marr iage and parenthood. 
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WITH REGARD TO POSSIBLE 
ASSOCIATED RISKS IT IS 
RECOMMENDED THAT:

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
persons undergoing fert i l i ty  t reatment . 
C l in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
chi ldren conceived through MAR.  

• 	 This  informat ion should di f ferent iate 
speci f ic  r i sks  associated with di f ferent 
techniques ( IUI ,  IVF ,  ICSI )  and procedures 
(chemical  and phys ical  manipulat ion of 
gametes and embryos) .  C l in ics  should 
c lar i f y  the st rength of  th is  ev idence . 

• 	 Informat ion about r i sks  should be expressed 
at  two levels :  in  technical  terms that 
speci f y  the type of  r i sk  and i ts  probabi l i ty , 
and in nontechnical  language that  i s 
readi ly  access ible  to the publ ic  (e .g . ,  us ing 
i l lust rat ions i f  necessar y ) . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 Informat ion about associated health r i sks 
to MAR prov ided through websi tes  and 
advert is ing should match the informat ion 
prov ided through informed consent .

ADDITIONAL KEY 
RECOMMENDATIONS FOR CLINICS:

• 	 C l in ics  should make documents  of  informed 
consent  avai lable to the publ ic  through 
thei r  websi tes .

• 	 C l in ics  should make informat ion sheets  and 
informed consent  forms adapted to people 
with disabi l i t ies  as  required by art ic le  25 of 
United Nat ions Internat ional  Convent ion on 
the Rights  of  Persons with Disabi l i t ies .

• 	 Informat ion prov ided by c l in ics  should 
be cons istent  with CNB Report  18/2002 
( Opinion of  the Comité consultat ive de 
Bioéthique de Belgique) ,  which forbids 
market ing of  embryo and i ts  cons iderat ion 
as  object .

• 	 C l in ic  websi tes  should descr ibe the 
condit ions for  receiv ing governmental 
support  (e .g . ,  through socia l  secur i ty )  for 
fert i l i ty  t reatment (e .g . ,  age of  the woman, 
etc . )  and should prov ide informat ion about 

a l ternat ive methods . 
• 	 I t  i s  recommended that  informat ion 

prov ided by c l in ics  does not  contradict  or 
obscure the fact  that  surrogacy contracts  in 
Belg ium are nul l  and void and the fact  that 
parentage is  determined legal ly  in  favour  of 
the woman who gives  bi r th (art .  315 Cc) . 
A l though there may be other  grounds for 
establ ish ing parenthood of  contract ing 
part ies ,  in format ion prov ided by c l in ics 
should not  g ive the fa lse impress ion that 
f i l iat ion can be establ ished by a  surrogacy 
contract . 

• 	 St r ict  compl iance with Pr inciple  of 
Advert is ing Authent ic i ty ,  as  descr ibed in 
art .  7  of  ICC 2018 Code:  a l l  advert is ing 
should be c lear ly  recognizable as  such

• 	 Test imonia ls  should comply with art .  13 
ICC 2018 Code,  ensur ing veraci ty  of  content 
and source .  

CONSIDERATIONS FOR THE 
IMPROVEMENT OF PUBLIC 
INFORMATION:

• 	 I t  i s  recommended that  health author i t ies 
create a  cata logue of  informed consent 
forms and informat ion sheets  that  comply 
with current  regulat ions .

• 	 Belg ian law l imits  embryos/t ransfers 
f rom same donor  (art .  26 MAP Law) to 
avoid consanguinity  but  there i s  no 
centra l ized regist r y  of  donors .  I ts  creat ion 
is  recommended.

• 	 Persons seeking fert i l i ty  t reatment should 
be informed of  ava i lable a l ternat ives  to 
MAR,  including adopt ion and the poss ib i l i ty 
of  t reat ing infert i l i ty  through biomedical 
inter vent ion . 

• 	 C i t izens should be informed of  the legal 
def in i t ion and condit ions of  parenthood 
and of  the r ights  that  are impl icated by 
fert i l i ty  t reatment ( r ights  of  parents ,  r ights 
of  donors ,  r ights  of  of fspr ing) .

• 	 Recommend greater  v is ib i l i ty  of  equal 
access  for  women regardless  of  mar i ta l 
s tatus  and sexual  or ientat ion ,  speci f ic 
regulat ions that  pursue equal  access  for 
female same-sex couples  (modi f icat ion in 
Feb 23 ,  2022 of  art .  9  of  July  7 ,  2007 with 
respect  to generat ing new embryos or  use 
of  oocytes .

• 	 Publ ic  informat ion should avoid appeals  to 
“ r ight  to parenthood”  as  there i s  no r ight 
to parenthood at  the European level  ( see 
Paradiso Campanel ly  v .  I ta ly  25358/12 , 
2017 ,  Valdís  F jö ln isdótt i r  and others  vs . 
Ice land 71552/17 ,  2021) . 

• 	 In format ion campaigns should include the 
legal  regulat ion of  techniques ,  and this 
informat ion should cover  b io logical ,  legal , 
ethical  and economic aspects  of  the use of 
techniques . 
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ITALIAN CONTEXT

I ta ly ’ s  fert i l i ty  rate has been decl in ing 
s ince 2008.  I ta ly  current ly  has  one of  the 
lowest  fert i l i ty  rates  in  Europe 14:  in  2020 , 
the average fert i l i ty  rate was 1 .24 chi ldren 
per  woman 15.  Furthermore ,  together  with 
Spain ,  I ta ly  i s  one of  the European Union 
countr ies  with the highest  maternal  age 16: 
in  2020 the average maternal  age at  the 
f i r s t  b i r th was 31 years . 
Medical ly  Ass isted Reproduct ion (MAR) 
i s  regulated by Law 40/2004.  According 
to th is  law,  MAR techniques can only  be 
used by heterosexual  couples ,  marr ied or 
cohabit ing ,  with a  medical  d iagnosis  of 
s ter i l i ty  or  infert i l i ty .  MAR is  not  access ible 
to s ingle indiv iduals  and same-sex couples . 
Therefore ,  I ta l ian legis lat ion on MAR 
has been descr ibed as  one of  the most 
restr ict ive in  Europe 17.
The MAR techniques a l lowed in I ta ly  are : 
intrauter ine inseminat ion ( IUI ) ,  in  v i t ro 
fert i l i sat ion ( IVF) ,  intracytoplasmic sperm 
in ject ion ( ICSI ) ,  egg and sperm donat ion , 
egg f reez ing .  Pre implantat ion Genet ic 
Diagnosis  (PGD) i s  permitted only  for 
ser ious i l lnesses .  Embryo donat ion and 
surrogacy are not  a l lowed.  Egg donat ion 
and sperm donat ion are st r ict ly  anonymous . 
The maximum legal  age for  women to use 
MAR is  50 years .

In  2005 ,  the Nat ional  Health Inst i tute 
( I s t i tuto Super iore di  Sanità  –  ISS) 
establ ished the Nat ional  Register  on 
Ass isted Reproduct ive Technology (MAR) 
procedures 18.  A l l  the I ta l ian MAR centres 
are compel led to share thei r  data ,  which 
a l lows annual  complete reports  on a l l  MAR 
performed in the countr y .  According to 
the I ta l ian regist r y ,  there are 330 fert i l i ty 
centres ,  of  which 97 are publ ic  and 233 
pr ivate .  In  2018 ,  a  tota l  of  58 ,407 t reatment 
cycles  were in i t iated and 12 ,646 chi ldren 
were born as  a  result  of  these techniques 19.
The publ ic ly  funded MAR techniques cover 
3  cycles  of  IUIs  and 3 cycles  of  IVF/ ICSI . 
Medicat ion costs  might be covered ,  at  least 
part ia l ly ,  depending on regional  health 
author i ty .  Due to restr ict ions ,  some I ta l ian 
indiv iduals  and couples  cross  borders  in 
seek MAR in other  countr ies .

0 3 3.1	Introduct ion

I T A L Y 

14 	The World Bank. Fertility rate, total (births per woman) - European Union | Data [Internet]. [cited 2021 
Jul 15]. Available from: https://data.worldbank.org/indicator/SP.DYN.TFRT.IN?contextual=min&loca-
tions=EU&most_recent_value_desc=false

15 	Istituto Nazionale di Statistica. Natalità i fecondità della popolazione residente - Anno 2020 [Internet]. 
2021 [cited 2022 Jan 4]. Available from: https://www.istat.it/it/files//2021/12/REPORT-NATALITA-2020.pdf

16 	Eurostat. Women are having their first child at an older age - Products Eurostat News [Internet]. 2020 
[cited 2021 Jul 15]. Available from: https://ec.europa.eu/eurostat/web/products-eurostat-news/-/ddn-
20200515-2

17 	Hanafin P. Rights, bioconstitutionalism and the politics of reproductive citizenship in Italy. https://doi.
org/101080/136210252013851144 [Internet]. 2013 [cited 2022 Jan 10];17(8):942–55. Available from: https://
www.tandfonline.com/doi/abs/10.1080/13621025.2013.851144

18 	Istituto Superiore di Sanità. Registro Nazionale Procreazione Medicalmente Assistita - Centri in Italia 
[Internet]. [cited 2022 Jan 10]. Available from: https://w3.iss.it/site/RegistroPMA/PUB/Centri/CentriPma.
aspx

19 	Registro Nazionale de Procreazione Medicalmente Assitita. Monitoring the activity and outcomes of 
Italian Assisted Reproductive Technology Centers 2018. 2018.
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FIELDWORK DESCRIPTION 

INTERVIEWS
Recruitment of  inter v iewees was organised 
by a  contracted company based in I ta ly .  This 
company contacted by emai l  a  se lect ion of 
the re levant  age group of  young people in 
i ts  panel  and then contacted respondents  by 
phone for  speci f ic  quest ions .
Inter v iews were carr ied out  dur ing June 2021. 
The inter v iewees were f rom the region of 
Lombardia ,  most  of  them from Mi lan ,  where 
the company is  based.  Al l  the inter v iews were 
conducted in I ta l ian and took place onl ine 
v ia  Zoom because of  COVID-19 pandemic . 
No issues re lated to internet  connect ions or 
respondents  were reported ,  and part ic ipants 
were wi l l ing to cooperate and speak openly .

CLINICS 
A thematic  search was per formed with the 
tool  Google TRENDS in order  to se lect  the 
most  used/common keywords among the 
populat ion when searching MAR cl in ics . 
F ive keywords were se lected (1 .PMA; 
2 .Fecondazione ass ist i ta ;  3 . Inseminazione ; 
4 . Infert i l i ta ;  5 . In  v i t ro)  and searched in 
Google one by one .  For  each keyword search , 
the c l in ic  that  appeared f i rs t  was se lected , 
leading to a  tota l  of  f ive  c l in ics .  Local  language 
and countr y  were set  up as  preferred for  each 
search .  Other  sources such as  journals  or  b log 
art ic les  that  were not  f rom IVF centres  were 
excluded.
Data col lect ion was carr ied out  by Mediste l la 
dur ing September and October  2021.  Websites 
f rom selected MAR cl in ics  were explored in 
local  language ( I ta l ian)  and then t rans lated 
into Engl ish .  Al l  the informat ion was col lected 
by a  specia l ly  des igned template .  Once the 
template was completed,  i t  was rev iewed by 
an Engl ish nat ive speaker .  I ta l ian MAR cl in ics 
prov ide ver y  extens ive informat ion on thei r 
websi tes .  In  tota l ,  a lmost  350 pages were 
col lected .
In addit ion ,  Mediste l la  contacted I ta l ian 
MAR cl in ics  d i rect ly  as  wel l  as  by “myster y 
shopping” ,  in  order  to col lect  extra  informat ion 
prov ided to pat ients  such as  leaf lets  or 
consent  forms .  No further  informat ion was 
col lected by emai l  other  than that  extracted 
f rom the websi tes .
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• 	 To educate c i t izens ,  infert i l i ty  should be 
the focus of  a  publ ic  informat ion and 
awareness- ra is ing campaign di rected by 
publ ic  health author i t ies .  The campaign 
should de-st igmat ize infert i l i ty  by 
prov iding informat ion about the 
prevalence and causes of  infert i l i ty 
in  both men and women.  I t  should 
prov ide informat ion about the fu l l  range 
of  methods avai lable to couples  and 
indiv iduals  for  becoming parents .

• 	 Inf luencers  and other  publ ic  f igures 
could a lso act  to ra ise awareness  and de-
st igmat ise infert i l i ty . 

• 	 Informat ion prov ided by c l in ics  should 
be more gender-neutra l ,  to  avoid 
contr ibut ing to socia l  pressure on 
women and the st igma of  infert i l i ty 
among women. 

• 	 For  c lar i ty ,  c l in ics  should avoid us ing 
over ly  technical  terms to descr ibe 
techniques .

• 	 C l in ics  should be more t ransparent  about 
costs  of  t reatment ,  prov iding informat ion 
about pr ices  of  d i f ferent  techniques and 
add-ons .

• 	 C l in ics  should prov ide informat ion in a 
manner  that  i s  cons istent  with ethnic , 

rac ia l ,  and cultura l  d ivers i ty  of  I ta l ian 
c i t izens ,  and should prov ide informat ion 
on Medical ly  Ass isted Reproduct ion 
(MAR) opt ions for  a l l  genders  and/or 
sexual  or ientat ions .

• 	 C lear  informat ion on MAR poss ib i l i t ies 
and access  in  I ta ly  should be made 
publ ica l ly  ava i lable through publ ic 
campaigns ( to  avoid confus ion and to 
better  inform about the avai lable opt ions 
for  d i f ferent  populat ions) . 

• 	 The government should be aware that 
young people are concerned not  only  for 
improved access  to fert i l i ty  t reatment 
but  a lso for  universa l  access  to bas ic 
ser v ices  of  pr imary and reproduct ive 
healthcare .

S O C I O C U L T U R A L  A N D  G E N D E R  G U I D E L I N E S

Being better  informed about infert i l i ty  t reatment requires  that  the informat ion 
prov ided by c l in ics  i s  a l igned with the concerns and expectat ions of  the 
publ ic ,  especia l ly  young populat ions .  I t  a lso requires  that  c i t izens are better 
educated about infert i l i ty ,  inc luding i ts  causes ,  prevalence ,  and t reatment . 

3.2	 Recommendation guidel ines
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STRENGTHS OF THE LEGAL 
FRAMEWORK IN ITALY: 

• 	 Legal  regulat ion of  informed consent 
(art .  6  law 40/2004	 DECREE 28 
December 2016,  n .  265)  i s  thorough and 
wel l -art iculated :  model  of  good pract ice . 

• 	 Obl igat ion by 2016 decree to inform 
centres  about pathology in  mother  or 
chi ld that  could be caused by techniques , 
even i f  a  long per iod has e lapsed s ince 
bi r th .

• 	 Decree 2016 speci f ica l ly  mandates 
informat ion about r i sks  based on 
avai lable sc ient i f ic  ev idence .

• 	 Some cl in ics  make informed consent 
forms publ ic  and a few meet the 
requirements  establ ished by art .  6  law 
40/2004 though not  a l l  the requirements 
establ ished later  by the 2016 decree .

WEAKNESSES OF THE LEGAL 
FRAMEWORK IN ITALY:

• 	 In  last  20 years ,  numerous laws and 
decis ions apply  speci f ica l ly  to  MAR;  legal 
f ramework i s  unusual ly  complex and 
needs consol idat ion in s ingle text . 

• 	 Cr yopreser vat ion and suppress ion of 
embryos both prohibited by art .  14 .1  of 
law 40 ,  however  the Corte Cost i tuz ionale 
( CC)  has declared unconst i tut ional  the 
l imitat ion of  implants . 

• 	 Poss ible  inconsistency between chi ld ’s 
r ight  to knowledge of  b io logical  or ig ins 
( Chi ld Convent ion ,  art .  8 ;  European 
Counci l  Recommendat ion 2156/2019) 
and donor  anonymity  (establ ished by 
I ta l ian law) .

DEFICIENCIES IN THE 
INFORMATION PROVIDED BY 
CLINICS:

Al l  informat ion prov ided by c l in ics  — 
through thei r  websi tes ,  advert is ing ,  and 
documents  of  informed consent  — is 
regulated by legal  s tandards for  t ruthful 

advert is ing and informed consent .  We have 
found that  informat ion prov ided by c l in ics 
about success  rates  of  fert i l i ty  t reatments , 
add-ons (supplementar y  procedures 
of fered by c l in ics  for  the purpose of 
improving fert i l i ty  t reatment outcomes) , 
and poss ible  r i sks  associated with MAR does 
not  meet these standards .  Accordingly ,  in 
the interest  of  greater  t ransparency ,  we 
make the fo l lowing recommendat ions for 
the improvement of  th is  informat ion :

WITH REGARD TO SUCCESS 
RATES IT IS RECOMMENDED 
THAT:   

• 	 Success  rate should be c lear ly  def ined as 
l i ve  bi r th ,  in  a l ignment with expectat ions 
of  persons seeking fert i l i ty  t reatment 
and thei r  main reason for  contract ing 
the ser v ices  of  a  c l in ic . 

• 	 In format ion about success  rates  should 
be based on best  ava i lable ev idence . 
Cl in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 Di f ferent  success  rates  should be 
speci f ied in re lat ion to age ,  d i f ferent 
techniques ,  and use of  egg donat ion . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 In format ion about success  rates  prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent . 

WITH REGARD TO ADD-ONS IT IS 
RECOMMENDED THAT:

• 	 C l in ics  should prov ide c lear  informat ion , 
based on best  ava i lable ev idence ,  in 
support  of  any c la im that  add-ons can 
improve fert i l i ty  t reatment outcomes .  I f 
such data i s  unavai lable ,  c l in ics  should 
make this  c lear . 

• 	 A l l  r i sks  associated with the use of  add-
ons should be c lear ly  expla ined.

• 	 C l in ics  should prov ide access  to 

L E G A L  G U I D E L I N E S

The avai labi l i ty  and adequacy of  informat ion prov ided by c l in ics  depends in 
part  on the state of  the re levant  legal  f rameworks :  laws that  regulate fert i l i ty 
t reatments  and health ser v ices  in  general ,  laws that  regulate informed 
consent  and the use of  personal  data ,  laws that  regulate advert is ing ,  as  wel l 
as  laws that  af fect  marr iage and paternity . 
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ev idence-based sources of  data on add-
ons for  purposes of  ver i f icat ion .

• 	 Informat ion about add-ons prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent .  

WITH REGARD TO POSSIBLE 
ASSOCIATED RISKS IT IS 
RECOMMENDED THAT:

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
persons undergoing fert i l i ty  t reatment . 
C l in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
chi ldren conceived through MAR.  

• 	 This  informat ion should di f ferent iate 
speci f ic  r i sks  associated with di f ferent 
techniques ( IUI ,  IVF ,  ICSI )  and procedures 
(chemical  and phys ical  manipulat ion of 
gametes and embryos) .  C l in ics  should 
c lar i f y  the st rength of  th is  ev idence . 

• 	 Informat ion about r i sks  should be 
expressed at  two levels :  in  technical 
terms that  speci f y  the type of  r i sk  and i ts 
probabi l i ty ,  and in nontechnical  language 
that  i s  readi ly  access ible  to the publ ic 
(e .g . ,  us ing i l lust rat ions i f  necessar y ) . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 Informat ion about associated health r i sks 
to MAR prov ided through websi tes  and 
advert is ing should match the informat ion 
prov ided through informed consent . 

ADDITIONAL KEY 
RECOMMENDATIONS FOR 
CLINICS:

• 	 C l in ics  should make documents  of 
informed consent  avai lable to the publ ic 
through thei r  websi tes .

• 	 C l in ics  should make informat ion sheets 
and informed consent  forms adapted to 
people with disabi l i t ies  as  required by 
art ic le  25 of  United Nat ions Internat ional 
Convent ion on the Rights  of  Persons with 
Disabi l i t ies .

• 	 C l in ic  websi tes  should descr ibe the 
condit ions for  receiv ing governmental 
support  (e .g . ,  through the publ ic  health 
system) for  fert i l i ty  t reatment (e .g . ,  age 

of  the woman,  etc . )  and should prov ide 
informat ion about a l ternat ive methods . 

• 	 I f  c l in ic  websi tes  ment ion surrogacy ,  they 
should c lar i f y  that  surrogacy contracts 
are not  legal ly  supported in I ta ly  (ECHR, 
Paradiso Campanel l i  v .  I ta ly ,  2017) .

• 	 St r ict  compl iance with pr inciples  of 
authent ic i ty  and t ruthfulness :  advert is ing 
should be c lear ly  ident i f iable as  such 
and should not  be incomplete or 
otherwise mis leading (2006/114/EC and 
The Sel f -Regulator y  Code of  Commercia l 
Communicat ions art .1  and art .  2 ) .

• 	 Test imonia ls  should comply with pr inciple 
of  t ruth (The Sel f -Regulator y  Code of 
Commercia l  Communicat ions Code art .  4 , 
ar t .  6 ) .  

CONSIDERATIONS FOR THE 
IMPROVEMENT OF PUBLIC 
INFORMATION:

• 	 I t  i s  recommended that  health author i t ies 
create a  cata logue of  informed consent 
forms and informat ion sheets  that  comply 
with current  regulat ions .

• 	 Persons seeking fert i l i ty  t reatment should 
be informed of  ava i lable a l ternat ives 
to MAR,  including adopt ion and the 
poss ib i l i ty  of  t reat ing infert i l i ty  through 
biomedical  inter vent ion . 

• 	 A nat ional  regist r y  of  c l in ics  should be 
created that  prov ides standardized,  up-
to-date informat ion about success  rates . 

• 	 C i t izens should be informed of  the legal 
def in i t ion and condit ions of  parenthood 
and of  the r ights  that  are impl icated 
by fert i l i ty  t reatment ( r ights  of  parents , 
r ights  of  donors ,  r ights  of  of fspr ing) .

• 	 Because of  unusual  complexi ty  of  legal 
f ramework ,  i t  i s  recommended that 
health author i t ies  draf t  and dist r ibute a 
s ingle text  that  consol idates  up-to-date 
informat ion about legal  regulat ion of 
MAR in I ta ly .
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KOSOVAR CONTEXT

Kosovo ’s  fert i l i ty  rate decreased 
s igni f icant ly  f rom 1984 to 1997.  The 
average number of  chi ldren per  woman in 
Kosovo in 2019 was 1 .97 ,  h igher  than the 
European average fert i l i ty  rate 20.  This  year , 
the average maternal  age at  the f i r s t  b i r th 
reached 29 21

Medical ly  ass is ted reproduct ion (MAR) 
i s  regulated by the Law for  Reproduct ive 
Health (Law No.  02/L-76)  s ince 2006. 
Ass isted reproduct ion corresponds to f ree 
choice and couple parental  request  to 
have a chi ld and is  intended for  t reatment 
of  infert i l i ty  due to medical  causes or  to 
prevent  t ransmiss ion of  d iseases  f rom 
parents  to chi ld .
In  Kosovo ,  Medical ly  Ass isted Reproduct ion 
(MAR) techniques a l lowed by law are : 
ass is ted inseminat ion ;  in-v i t ro  fert i l izat ion 
( IVF)  and other  equivalent  techniques . 
Couples  and indiv iduals  shal l  be informed 
about procedures ’  success  or  fa i lure rates 
and about women and chi ldren ’s  r i sks 
associated to the t reatments .  They shal l 
be evaluated for  thei r  mot ivat ion ,  and 
informed about the legal  opportunit ies  to 
adopt a  chi ld 22,  23, 

A  lack of  publ ic  informat ion about MAR 
has been ident i f ied in Kosovo .  There i s  a 
shortage of  informat ion avai lable onl ine 
f rom the Kosovar  state ,  and there i s  no 
c lear  informat ion regarding the prov is ion 
of  publ ic  funding .  In  addit ion ,  there i s  no 
act ive nat ional  regist r y  of  MAR in Kosovo .

0 4 4.1	Introduct ion

K O S O V O 

20 	The World Bank. Fertility rate, total (births per woman) - Switzerland | Data [Internet]. [cited 2022 Jan 21]. 
Available from:	  https://data.worldbank.org/indicator/SP.DYN.TFRT.IN?locations=CH&most_recent_
value_desc=false

21 	Kosovo Agency of Statistics. Birth Statistics in Kosovo, 2019 [Internet]. cited 2022 Jan 21]. Available from: 
https://ask.rks-gov.net/en/kosovo-agency-of-statistics/add-news/birth-statistics-in-kosovo-2019

22 	Assembly of Kosovo. Law No. 02/L-76 Law on reproductive Law. [Internet] [cited 2022 Jan 21]. Available 
from: https://msh.rks-gov.net/wp-content/uploads/2020/03/2006_02-L76-On-Reproductive-Health.pdf

23 	Selmani-Bakiu A, Elezi J. Assisted reproduction and reproductive rights - comparative aspects between 
Republic of North Macedonia and republic of Kosovo. [Internet]. 2020 Dec. 31 [cited 2022 Jan. 21];4(3):52-
60. Available from: https://prizrenjournal.com/index.php/PSSJ/article/view/197
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FIELDWORK DESCRIPTION 

INTERVIEWS
The recrui tment of  part ic ipants  was carr ied 
out  through snowbal l ing method and 
word of  mouth by Health Grouper  (B2- InF 
partner ) .  The researchers  a lso used thei r 
personal  networks  to f ind part ic ipants .
In  tota l ,  19 inter v iews were carr ied out 
between June and July  2021.  Regarding 
language,  a l l  inter v iews were conducted 
in Albanian .  Most  of  the part ic ipants  were 
f rom Pr isht ina ,  the capita l  c i ty  of  Kosovo , 
but  some inter v iewees came f rom other 
areas  outs ide the capita l .
A l l  inter v iews were conducted face to face , 
because at  that  t ime COVID measures 
were l i f ted in Kosovo .  Al l  part ic ipants 
were ver y  proact ive in  ta lk ing about the 
topic ,  but  sometimes part ic ipants  did not 
understand quest ions and researchers 
made extra  ef forts  to  expla in them.

CLINICS 
Due to the low number of  MAR cl in ics  in 
Kosovo ,  a  Google tool  search was per formed 
us ing keywords such as  “ IVF Centres”  or 
“Ass isted Reproduct ion Centres” ,  and 
the f ive  centres  that  appeared f i rs t  were 
se lected.  Subsequent ly ,  the se lect ion of 
centres  was checked with local  experts . 
Local  language and countr y  were set  up as 
preferred for  ever y  search .  Other  sources 
such as  journals  or  b log art ic les  that  were 
not  f rom IVF centres  were excluded.
Data col lect ion was carr ied out  by 
Mediste l la  dur ing November and December 
2021.  Websites  f rom selected MAR cl in ics 
were explored in local  language (Albanian) 
and then t rans lated into Engl ish .  Al l  the 
informat ion was col lected in a  specia l ly 
des igned template .  Once the template 
was completed,  i t  was rev iewed by an 
Engl ish nat ive speaker .  Around 120 pages 
were col lected f rom Kosovar  MAR cl in ics ’ 
websi tes .
In  addit ion ,  Mediste l la  contacted Kosovar 
MAR cl in ics  d i rect ly  as  wel l  as  by “myster y 
shopping”  to col lect  extra  informat ion 
(e .g . ,  leaf lets ,  consent  forms)  but  no 
c l in ic  prov ided addit ional  mater ia l .  Extra 
mater ia ls  ava i lable onl ine were included 
in templates  and downloaded for  further 
analys is .
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• 	 To educate c i t izens ,  infert i l i ty  should be 
the focus of  a  publ ic  informat ion and 
awareness- ra is ing campaign di rected by 
publ ic  health author i t ies .  The campaign 
should de-st igmat ize infert i l i ty  by 
prov iding informat ion about the 
prevalence and causes of  infert i l i ty 
in  both men and women.  I t  should 
prov ide informat ion about the fu l l  range 
of  methods avai lable to couples  and 
indiv iduals  for  becoming parents .

• 	 C l in ics  should not  focus only  on women. 
They should cons ider  men as  wel l ,  so 
as  not  to promote the st igmat isat ion 
of  female infert i l i ty ,  excess ive blame of 
women for  infert i l i ty  of  couples ,  and the 
taboo of  male infert i l i ty .  They should 
avoid represent ing infert i l i ty  as  i f  i t  were 
a  women’s  i ssue only .

• 	 C l in ics  should prov ide s impler  and more 
wel l -synthes ised informat ion ,  to  avoid 
confus ion and to make informat ion more 
access ible  and understandable .

• 	 C l in ics  should prov ide informat ion 
adapted to the countr y ;  local  branches 
of  internat ional  groups need to adjust 
thei r  data to the local  s i tuat ion .

• 	 C l in ics  should prov ide informat ion and 
advert is ing in a  manner  that  i s  cons istent 

with ethnic ,  rac ia l ,  and cultura l  d ivers i ty 
of  Kosovan c i t izens ,  and should prov ide 
informat ion on Medical ly  Ass isted 
Reproduct ion (MAR) opt ions for  a l l 
genders  and/or  sexual  or ientat ions .

• 	 C l in ics  should systematical ly  prov ide 
informat ion on MAR opt ions for  t rans or 
intersex people .

• 	 Publ ic  informat ion ,  l ike the plat form 
suggested by young people ,  should 
be avai lable to better  inform general 
populat ion about causes of  infert i l i ty ,  the 
MAR legal  f ramework ,  and access ib i l i ty 
and success  rates .

• 	 C l in ics  should be more t ransparent  about 
costs  of  t reatment ,  prov iding informat ion 
about pr ices  of  d i f ferent  techniques and 
add-ons .

• 	 The government should be aware that 
young people are concerned not  only  for 
improved access  to fert i l i ty  t reatment 
but  a lso for  universa l  access  to bas ic 
ser v ices  of  pr imary and reproduct ive 
healthcare .

S O C I O C U L T U R A L  A N D  G E N D E R  G U I D E L I N E S

Being better  informed about infert i l i ty  t reatment requires  that  the informat ion 
prov ided by c l in ics  i s  a l igned with the concerns and expectat ions of  the 
publ ic ,  especia l ly  young populat ions .  I t  a lso requires  that  c i t izens are better 
educated about infert i l i ty ,  inc luding i ts  causes ,  prevalence ,  and t reatment .  

4.2	Recommendation guidel ines
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WEAKNESSES OF THE LEGAL 
FRAMEWORK IN KOSOVO:  

• 	 Law 2/76 On Reproduct ive Health (2008) 
prov ides regulator y  f ramework but  has 
not  been developed as  required by art . 
25 .

• 	 There i s  no Nat ional  Bioethics  Committee , 
and no nat ional  commiss ion that  acts  as 
coordinat ing and super v isor y  body for 
MAR (see art .  24 of  Law 2/76) . 

• 	 Access  i s  legal ly  conf igured for 
heterosexual  couples  by art .  18 ,  but  art . 
4  impl ies  access  for  indiv iduals .

• 	 No deta i led regulat ion of  informed 
consent ;  c l in ics  do not  make documents 
of  informed consent  publ ic . 

• 	 Poss ible  inconsistency between chi ld ’s 
r ight  to knowledge of  b io logical  or ig ins 
( Chi ld Convent ion ,  art .  8 ;  European 
Counci l  Recommendat ion 2156/2019) 
and donor  anonymity .

DEFICIENCIES IN THE 
INFORMATION PROVIDED BY 
CLINICS:

Al l  informat ion prov ided by c l in ics  — 
through thei r  websi tes ,  advert is ing ,  and 
documents  of  informed consent  — is 
regulated by legal  s tandards for  t ruthful 
advert is ing and informed consent .  We have 
found that  informat ion prov ided by c l in ics 
about success  rates  of  fert i l i ty  t reatments , 
add-ons (supplementar y  procedures 
of fered by c l in ics  for  the purpose of 
improving fert i l i ty  t reatment outcomes) , 
and poss ible  r i sks  associated with MAR does 
not  meet these standards .   Accordingly ,  in 
the interest  of  greater  t ransparency ,  we 
make the fo l lowing recommendat ions for 
the improvement of  th is  informat ion :

WITH REGARD TO SUCCESS 
RATES IT IS RECOMMENDED 
THAT:  

• 	 Success  rate should be c lear ly  def ined as 
l i ve  bi r th ,  in  a l ignment with expectat ions 
of  persons seeking fert i l i ty  t reatment 
and thei r  main reason for  contract ing 
the ser v ices  of  a  c l in ic . 

• 	 In format ion about success  rates  should 
be based on best  ava i lable ev idence . 
Cl in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 Di f ferent  success  rates  should be 
speci f ied in re lat ion to age ,  d i f ferent 
techniques ,  and use of  egg donat ion . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 In format ion about success  rates  prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent .   

WITH REGARD TO ADD-ONS IT IS 
RECOMMENDED THAT:

• 	 C l in ics  should prov ide c lear  informat ion , 
based on best  ava i lable ev idence ,  in 
support  of  any c la im that  add-ons can 
improve fert i l i ty  t reatment outcomes .  I f 
such data i s  unavai lable ,  c l in ics  should 
make this  c lear . 

• 	 A l l  r i sks  associated with the use of  add-
ons should be c lear ly  expla ined.

• 	 C l in ics  should prov ide access  to 
ev idence-based sources of  data on add-
ons for  purposes of  ver i f icat ion .

• 	 In format ion about add-ons prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent .   

L E G A L  G U I D E L I N E S

The avai labi l i ty  and adequacy of  informat ion prov ided by c l in ics  depends in 
part  on the state of  the re levant  legal  f rameworks :  laws that  regulate fert i l i ty 
t reatments  and health ser v ices  in  general ,  laws that  regulate informed 
consent  and the use of  personal  data ,  laws that  regulate advert is ing ,  as  wel l 
as  laws that  af fect  marr iage and paternity . 
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WITH REGARD TO POSSIBLE 
ASSOCIATED RISKS IT IS 
RECOMMENDED THAT:

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
persons undergoing fert i l i ty  t reatment . 
C l in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
chi ldren conceived through MAR.  

• 	 This  informat ion should di f ferent iate 
speci f ic  r i sks  associated with di f ferent 
techniques ( IUI ,  IVF ,  ICSI )  and procedures 
(chemical  and phys ical  manipulat ion of 
gametes and embryos) .  C l in ics  should 
c lar i f y  the st rength of  th is  ev idence . 

• 	 Informat ion about r i sks  should be 
expressed at  two levels :  in  technical 
terms that  speci f y  the type of  r i sk  and i ts 
probabi l i ty ,  and in nontechnical  language 
that  i s  readi ly  access ible  to the publ ic 
(e .g . ,  us ing i l lust rat ions i f  necessar y ) . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 Informat ion about associated health r i sks 
to MAR prov ided through websi tes  and 
advert is ing should match the informat ion 
prov ided through informed consent . 

ADDITIONAL KEY 
RECOMMENDATIONS FOR CLINICS:

• 	 C l in ics  should make documents  of 
informed consent  avai lable to the publ ic 
through thei r  websi tes .

• 	 A l though Kosovo is  not  a  party  to the 
Convent ion on the Rights  of  Persons 
with Disabi l i t ies ,  i t  i s  recommended that 
they be cons idered as  potent ia l  users  of 
the techniques and that  the necessar y 
adjustments  be made to the informat ion 
prov ided by c l in ics . 

• 	 C l in ic  websi tes  should descr ibe the 
condit ions for  receiv ing governmental 
support  (e .g . ,  Publ ic  Health System) for 
fert i l i ty  t reatment (e .g . ,  age of  the woman, 
etc . )  and should prov ide informat ion 
about a l ternat ive methods . 

• 	 St r ict  compl iance with pr inciples  of 
authent ic i ty  and t ruthfulness :  advert is ing 
should be c lear ly  ident i f iable as  such and 

should not  be incomplete or  otherwise 
mis leading (Law 06/L-034 art .  7 .9  and 10) . .   

CONSIDERATIONS FOR THE 
IMPROVEMENT OF PUBLIC 
INFORMATION:

• 	 I t  i s  recommended that  health author i t ies 
create a  cata logue of  informed consent 
forms and informat ion sheets  that  comply 
with current  regulat ions . 

• 	 Persons seeking fert i l i ty  t reatment should 
be informed of  ava i lable a l ternat ives 
to MAR,  including adopt ion and the 
poss ib i l i ty  of  t reat ing infert i l i ty  through 
biomedical  inter vent ion . 

• 	 A nat ional  regist r y  of  c l in ics  should be 
created that  prov ides standardized,  up-
to-date informat ion about success  rates . 

• 	 C i t izens should be informed of  the legal 
def in i t ion and condit ions of  parenthood 
and of  the r ights  that  are impl icated by 
fert i l i ty  t reatment ( r ights  of  parents , 
r ights  of  donors ,  r ights  of  of fspr ing) .

• 	 Publ ic  informat ion campaigns need 
support  f rom government and health 
author i t ies :  Kosovo does not  have a 
Nat ional  Commiss ion for  MAR or  a  Nat ional 
Bioethics  Committee . 
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NORTH MACEDONIAN CONTEXT

The fert i l i ty  rate in  North Macedonia has 
remained stable over  the last  15 years 
with s l ight  var iat ions ,  hover ing around 
the European average .  In  2019 i t  was 1 .49 
chi ldren per  woman 24  and in 2020 the 
average age of  the mother  at  the f i r s t  b i r th 
was 27 .5 25. 
Medical ly  Ass isted Reproduct ion (MAR) 
i s  regulated by the Law for  Biomedical 
Ass isted Fert i l izat ion (BAF)  adopted in 
2008 and by amendments  adopted in 2014. 
These laws regulate the process  of  ass is ted 
inseminat ion ,  in  v i t ro  fert i l izat ion ( IVF) , 
posthumous reproduct ion ,  as  wel l  as  the 
process  of  chi ldbir th through a surrogate 
s ince 2014.  They a lso deta i l  other  i ssues 
such as  the requirements  for  access  to MAR 
techniques ,  types of  medical  procedures , 
r ights  of  users ,  parental  r ights ,  gamete 
donat ion ,  cr yopreser vat ion of  gamete and 
embryos ,  health inst i tut ions author ized for 
MAR and a nat ional  regist r y .

The law st ipulates  that  MAR users  have to 
be fu l ly  capable adult  men and women, 
able to exerc ise parental  r ights ,  marr ied 
or  l i v ing in union 26.  MAR is  a lso avai lable 
to s ingle adult  women able to work 
who are not  marr ied or  do not  l i ve  in  an 
extramar i ta l  union ,  i f  prev ious t reatments 
were unsuccessful ,  and who,  according to 
thei r  age and general  health condit ion , 
are capable of  parental  care .  However , 
surrogacy i s  rest r icted to marr ied couples . 
There are seven c l in ics  in  the countr y 
per forming MAR.  One of  them is  a  publ ic 
univers i ty  hospita l  and the other  are 
pr ivate 27.  North Macedonia of fers  publ ic 
support  for  3  cycles  for  the f i r s t  three 
chi ldren 28.  I t  i s  known that  some people 
t ravel  abroad,  predominant ly  to  the Czech 
Republ ic ,  to  use MAR when they do not 
meet the legal  cr i ter ia .

0 5 5.1	Introduct ion

N O R T H  M A C E D O N I A 

24 	Fertility rate, total (births per woman) - North Macedonia | Dating [Internet]. [cited 2022 Jan 20]. Available from: 
https://data.worldbank.org/indicator/SP.DYN.TFRT.IN?locations=MK

25 	Државен завод за статистика - соопштение: Наталитет ,2020 [Internet]. [cited 2022 Jan 20]. Available from: 
http://www.stat.gov.mk/PrikaziSoopstenie.aspx?rbrtxt=8

26 	Selmani-Bakiu A, Zendeli E. The Parenting Responsibility in the Context of the Convention on the Rights of the 
Child and Protection before the European Court of Human Rights. Balkan Soc Sci Rev [Internet]. 2016;8:65. 
Available from: https://heinonline.org/HOL/Page?handle=hein.journals/bssr8&id=65&div=&collection=

27 	The European IVF-Monitoring Consortium (EIM) for the European Society of Human Reproduction and Embry-
ology (ESHRE), Wyns C, De Geyter C, Calhaz-Jorge C, Kupka MS, Motrenko T, et al. ART in Europe, 2017: results 
generated from European registries by ESHRE†. Human Reproduction Open [Internet]. 2021 Jun 1 [cited 2021 Oct 
25];2021(3). Available from: https://doi.org/10.1093/hropen/hoab026

28 	Calhaz-Jorge C, De Geyter CH, Kupka MS, et al. Survey on ART and IUI: legislation, regulation, funding and 
registries in European countries: The European IVF-monitoring Consortium (EIM) for the European Society of 
Human Reproduction and Embryology (ESHRE). Hum Play Open 2020(1): hoz044. doi:10.1093/hropen/hoz044
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FIELDWORK DESCRIPTION 

INTERVIEWS
Recruitment of  inter v iewees was carr ied 
out  by the research team of  Health Grouper 
(B2- InF partner )  based in North Macedonia 
through snowbal l ing method and word of 
mouth .  The researchers  used a lso student 
associat ion networks  and thei r  personal 
networks  to f ind part ic ipants .  The research 
team faced some di f f icul t ies  f inding 
inter v iewees for  some part ic ipant  prof i les , 
such as  marr ied couples  or  young people 
f rom rura l  areas . 
In  tota l ,  10 inter v iews were carr ied out 
between June and July  2021 ,  a l l  of  them 
conducted in Macedonian language.  Most 
of  the part ic ipants  were f rom Skopje ,  the 
capita l  c i ty  of  North Macedonia .
Al l  the inter v iews were conducted 
remotely  us ing Zoom plat form because of 
the COVID-19 pandemic .  Al l  part ic ipants 
spoke openly  about the topic ,  but  there 
were barr iers  for  legal  themes and MAR 
informat ion as  they were not  fami l iar 
with these topics  and researchers  had to 
prov ide extra  explanat ion .

CLINICS 
Due to the low number of  MAR cl in ics  in 
North Macedonia ,  a  Google tool  search 
was per formed us ing keywords such as 
“ IVF Centres”  or  “Ass isted Reproduct ion 
Centres” ,  and the f ive  centres  that  appeared 
f i rs t  were se lected.  Subsequent ly ,  the 
se lect ion of  centres  was checked with 
local  experts  in  health ser v ices  research . 
Local  language and countr y  were set  up as 
preferred for  ever y  search .  Other  sources 
such as  journals  or  b log art ic les  that  were 
not  f rom IVF centres  were excluded.
Data col lect ion was carr ied out  by 
Mediste l la  dur ing November and December 
2021.  Websites  f rom selected MAR cl in ics 
were explored in local  of f ic ia l  language 
(Macedonian)  and then t rans lated into 
Engl ish ,  but  i t  should be noted that  some 
websites  were avai lable in  Engl ish ,  Serbian 
or  Albanian .  Al l  in format ion was col lected 
by specia l ly  des igned templates .  Once the 
template was completed,  i t  was rev iewed by 
an Engl ish nat ive speaker .  Approximately 
200 pages were col lected f rom North 
Macedonian MAR cl in ics ’  websi tes .
In  addit ion ,  Mediste l la  contacted North 
Macedonian MAR cl in ics  d i rect ly  as  wel l 
as  by “myster y  shopping”  to col lect  extra 
informat ion (e .g . ,  leaf lets ,  consent  forms) 
and two c l in ics  of fered extra  informat ion 
about pr ices .  Extra  mater ia ls  ava i lable 
onl ine were included in templates  and 
downloaded for  further  analys is .
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• 	 To educate c i t izens ,  infert i l i ty  should be 
the focus of  a  publ ic  informat ion and 
awareness- ra is ing campaign di rected by 
publ ic  health author i t ies .  The campaign 
should de-st igmat ize infert i l i ty  by 
prov iding informat ion about the 
prevalence and causes of  infert i l i ty 
in  both men and women.  I t  should 
prov ide informat ion about the fu l l  range 
of  methods avai lable to couples  and 
indiv iduals  for  becoming parents .

• 	 A publ ic  awareness  campaign is  needed 
about di f ferent  fami ly  forms (s ingle 
persons ,  non-heterosexual  couples) . 

• 	 The topic  of  infert i l i ty  should be included 
in school  curr icula  in  accordance with 
governmental  s tandards and guidel ines 
(e .g . ,  as  part  of  ex ist ing curr icula  on 
human reproduct ion or  sexual i ty ) .  

• 	 C l in ics  websi tes  should be more deta i led , 
with more informat ion ( techniques , 
access ,  costs ,  psychological  support ) . 
C l in ics  could a lso st reamline thei r 
informat ion (e .g .  g ive the same advice 
about how to behave af ter  a  procedure) .

• 	 Informat ion on c l in ics  websi te  should be 
more gender-balanced (by present ing 
more informat ion about male infert i l i ty , 

for  example) .
• 	 C l in ics  should prov ide informat ion and 

advert is ing in a  manner  that  i s  cons istent 
with ethnic ,  rac ia l ,  and cultura l  d ivers i ty 
of  North Macedonian c i t izens ,  and 
should prov ide informat ion on Medical ly 
Ass isted Reproduct ion (MAR) opt ions for 
a l l  genders  and/or  sexual  or ientat ions .

• 	 C l in ics  should systematical ly  prov ide 
informat ion on MAR opt ions for  t rans or 
intersex people .

• 	 C l in ics  should be more t ransparent  about 
costs  of  t reatment ,  prov iding informat ion 
about pr ices  of  d i f ferent  techniques and 
add-ons .

• 	 The government should be aware that 
young people are concerned not  only  for 
improved access  to fert i l i ty  t reatment 
but  a lso for  universa l  access  to bas ic 
ser v ices  of  pr imary and reproduct ive 
healthcare .

S O C I O C U L T U R A L  A N D  G E N D E R  G U I D E L I N E S

Being better  informed about infert i l i ty  t reatment requires  that  the informat ion 
prov ided by c l in ics  i s  a l igned with the concerns and expectat ions of  the 
publ ic ,  especia l ly  young populat ions .  I t  a lso requires  that  c i t izens are better 
educated about infert i l i ty ,  inc luding i ts  causes ,  prevalence ,  and t reatment .  

5.2	 Recommendation guidel ines
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STRENGTHS OF THE LEGAL 
FRAMEWORK IN NORTH 
MACEDONIA: 

• 	 Art .  10 ,  “Advis ing on Procedure , ”  of 
Law 37/2008 on Biomedical  Ass isted 
Inseminat ion (BAI )  establ ishes duty  to 
prov ide informat ion about procedures , 
success  rates ,  consequences and r i sks .

• 	 Legal  obl igat ion to highl ight  the pr ice in 
advert is ing (art .  26 law 2004) .

WEAKNESSES OF THE LEGAL 
FRAMEWORK IN NORTH 
MACEDONIA: 

• 	 Informat ion about MAR is  scarce ;  law 
di rects  Minist r y  of  Health to prepare a 
Nat ional  Guidebook . 

• 	 Regulat ion of  informed consent  i s 
insuf f ic ient  (art .  10 law 37/2008) ,  less 
than standard establ ished by 1997 
Convent ion on Human Rights  and 
Biomedic ine (aka Oviedo Convent ion) 
and European Court  of  Human Rights  
case law.

• 	 No obl igat ion for  c l in ics  to make 
documents  of  informed consent  publ ic . 

• 	 Access  for  s ingle persons and same-sex 
couples  i s  unclear  (art .  3  Law 37/2008) .

• 	 Surrogacy i s  permitted (Law 37/2008 
amended 149/2014)  but  not  c lear ly 
regulated (e .g . ,  non-al t ru ist ic  surrogacy 
in  exchange for  payment i s  prohibited 
by art .  18 ,  whi le  art .  12-d requires 
compensat ion at  level  of  average 
North Macedonian sa lar y )  and nat ional 
guidel ines  required by law are not 
developed;  th is  i s  out  of  s tep with 
European Court  of  Human Rights 
regulat ion and vulnerable to change.

• 	 Poss ible  inconsistency between chi ld ’s 
r ight  to knowledge of  b io logical  or ig ins 
( Chi ld Convent ion ,  art .  8 ;  European 
Counci l  Recommendat ion 2156/2019) 
and donor  anonymity  (establ ished by 
domest ic  law) .

DEFICIENCIES IN THE 
INFORMATION PROVIDED BY 
CLINICS:

Al l  informat ion prov ided by c l in ics  — 
through thei r  websi tes ,  advert is ing ,  and 
documents  of  informed consent  — is 
regulated by legal  s tandards for  t ruthful 
advert is ing and informed consent .  We have 
found that  informat ion prov ided by c l in ics 
about success  rates  of  fert i l i ty  t reatments , 
add-ons (supplementar y  procedures 
of fered by c l in ics  for  the purpose of 
improving fert i l i ty  t reatment outcomes) , 
and poss ible  r i sks  associated with MAR does 
not  meet these standards .   Accordingly ,  in 
the interest  of  greater  t ransparency ,  we 
make the fo l lowing recommendat ions for 
the improvement of  th is  informat ion :

WITH REGARD TO SUCCESS 
RATES IT IS RECOMMENDED 
THAT:   

• 	 Success  rate should be c lear ly  def ined as 
l i ve  bi r th ,  in  a l ignment with expectat ions 
of  persons seeking fert i l i ty  t reatment 
and thei r  main reason for  contract ing 
the ser v ices  of  a  c l in ic . 

• 	 In format ion about success  rates  should 
be based on best  ava i lable ev idence . 
Cl in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 Di f ferent  success  rates  should be 
speci f ied in re lat ion to age ,  d i f ferent 
techniques ,  and use of  egg donat ion . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 In format ion about success  rates  prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent .   

L E G A L  G U I D E L I N E S

The avai labi l i ty  and adequacy of  informat ion prov ided by c l in ics  depends in 
part  on the state of  the re levant  legal  f rameworks :  laws that  regulate fert i l i ty 
t reatments  and health ser v ices  in  general ,  laws that  regulate informed 
consent  and the use of  personal  data ,  laws that  regulate advert is ing ,  as  wel l 
as  laws that  af fect  marr iage and paternity . 
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WITH REGARD TO ADD-ONS IT IS 
RECOMMENDED THAT:

• 	 C l in ics  should prov ide c lear  informat ion , 
based on best  ava i lable ev idence ,  in 
support  of  any c la im that  add-ons can 
improve fert i l i ty  t reatment outcomes .  I f 
such data i s  unavai lable ,  c l in ics  should 
make this  c lear . 

• 	 A l l  r i sks  associated with the use of  add-
ons should be c lear ly  expla ined.

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data on add-ons for 
purposes of  ver i f icat ion .

• 	 Informat ion about add-ons prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent .  

WITH REGARD TO POSSIBLE 
ASSOCIATED RISKS IT IS 
RECOMMENDED THAT:

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
persons undergoing fert i l i ty  t reatment . 
C l in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
chi ldren conceived through MAR.  

• 	 This  informat ion should di f ferent iate 
speci f ic  r i sks  associated with di f ferent 
techniques ( IUI ,  IVF ,  ICSI )  and procedures 
(chemical  and phys ical  manipulat ion of 
gametes and embryos) .  C l in ics  should 
c lar i f y  the st rength of  th is  ev idence . 

• 	 Informat ion about r i sks  should be 
expressed at  two levels :  in  technical 
terms that  speci f y  the type of  r i sk  and i ts 
probabi l i ty ,  and in nontechnical  language 
that  i s  readi ly  access ible  to the publ ic 
(e .g . ,  us ing i l lust rat ions i f  necessar y ) . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 Informat ion about associated health r i sks 
to MAR prov ided through websi tes  and 
advert is ing should match the informat ion 
prov ided through informed consent .  

ADDITIONAL KEY 
RECOMMENDATIONS FOR CLINICS:

• 	 C l in ics  should make informat ion sheets 
and informed consent  forms adapted to 
people with disabi l i t ies  as  required by 
art ic le  25 of  United Nat ions Internat ional 
Convent ion on the Rights  of  Persons with 
Disabi l i t ies .

• 	 C l in ic  websi tes  should descr ibe the 
condit ions for  receiv ing governmental 
support  (e .g . ,  Publ ic  Health System) for 
fert i l i ty  t reatment (e .g . ,  age of  the woman, 
etc . )  and should prov ide informat ion 
about a l ternat ive methods . 

• 	 St r ict  compl iance with pr inciples  of 
authent ic i ty  and t ruthfulness :  advert is ing 
should be c lear ly  ident i f iable as  such and 
should not  be incomplete or  otherwise 
mis leading (No.  38/04 art .  26 and 27) .  

CONSIDERATIONS FOR THE 
IMPROVEMENT OF PUBLIC 
INFORMATION:

• 	 I t  i s  recommended that  health author i t ies 
create a  cata logue of  informed consent 
forms and informat ion sheets  that  comply 
with current  regulat ions .

• 	 Art .  10 “Advis ing on BAI  Procedure” 
requires  informat ion about procedures , 
success  rates ,  and associated r i sks ;  th is 
should be extended to include costs  and 
a l ternat ives .

• 	 Persons seeking fert i l i ty  t reatment should 
be informed of  ava i lable a l ternat ives 
to MAR,  including adopt ion and the 
poss ib i l i ty  of  t reat ing infert i l i ty  through 
biomedical  inter vent ion . 

• 	 A nat ional  regist r y  of  c l in ics  should be 
created that  prov ides standardized,  up-
to-date informat ion about success  rates . 

• 	 C i t izens should be informed of  the legal 
def in i t ion and condit ions of  parenthood 
and of  the r ights  that  are impl icated by 
fert i l i ty  t reatment ( r ights  of  parents , 
r ights  of  donors ,  r ights  of  of fspr ing) .

• 	 Scarc i ty  of  informat ion needs to be 
addressed through publ ic  informat ion 
campaigns di rected by author i t ies  in 
charge of  publ ic  health .
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SLOVENIAN CONTEXT

Slovenia ’s  fert i l i ty  rate has been steadi ly 
increas ing s ince 2003 af ter  cont inual ly 
decreas ing dur ing the 80 ’s  and 90 ’s .  At 
present ,  i t  i s  above the European average 
fert i l i ty  rate 29 with 1 .6  chi ldren per  woman. 
The average maternal  age at  f i r s t  b i r th i s 
30 years 30.
S ince i t  ga ined independence in 1991,  the 
countr y  has implemented a number of 
fami ly  pol icy  measures .  For  instance ,  the 
Publ ic  F inance Balancing Act ,  adopted in 
2012,  reduced the amount of  paternity 
and parental  benef i ts .  In  general ,  the law 
has proved to have a s igni f icant  impact 
on fami l ies  and young people planning a 
fami ly 31.
S lovenia has speci f ic  laws which address 
infert i l i ty  and Medical ly  Ass isted 
Reproduct ion (MAR) ,  speci f y ing the 
techniques and requirements  for  access 32, 
According to these laws ,  MAR is  rest r icted 
to infert i le  heterosexual  couples .  The 
techniques a l lowed in the countr y  are :  In 
V i t ro Fert i l i sat ion ( IVF) ,  Intracytoplasmic 
Sperm Inject ion ( ICSI ) ,  sperm donat ion , 
egg donat ion and Pre implantat ion Genet ic 
Diagnosis  (PGD) (a l lowed only  for  ser ious 
i l lness ) .  Sperm donat ion is  anonymous and 
the donors  must  be between 18 and 55 . 
Egg donat ion is  anonymous and egg donor 

must  be between 18 and 35 years  o ld . 
Embryo donat ion ,   surrogacy and the use 
of  cr yopreser ved gametes are not  a l lowed 
in S lovenia 33.
There are three c l in ics  in  the countr y 
per forming MAR,  a l l  of  them publ ic .  A l l  the 
techniques of fered are publ ic ly  funded, 
l imited to women 18-42 years  o ld and men 
over  18 .  Current ly  there i s  no MAR regist r y , 
but  one is  in  the process  of  being set  up . 
I t  i s  known that  some Slovenian people 
cross  borders  to use MAR when they do not 
meet legal  cr i ter ia  or  because of  the long 
wait ing l i s t  for  gamete donat ion .

0 6 6.1	Introduct ion
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29 	The World Bank. Fertility rate, total (births per woman) - European Union | Data [Internet]. [cited 2021 
Jul 15]. Available from: https://data.worldbank.org/indicator/SP.DYN.TFRT.IN?contextual=min&loca-
tions=EU&most_recent_value_desc=false

30 	Republika Slovenija Statisticni Urad. 2021 [cited 2022 Jan 19]. Available from: https://www.stat.si
31 	Resolucija o družinski politiki 2018–2028 »Vsem družinam prijazna družba« (ReDP18–28) 2018. Uradni list 

RS 15/2018. [Resolution on the Family Policy 2018–2028: “A Society Friendly to All Families” (ReDP18–28) 
2018. Official gazette of the Republic of Slovenia 15/2018].

32 	Zakon o zdravljenju neplodnosti in postopkih oploditve z biomedicinsko pomočjo (ZZNPOB) 2000. Uradni 
list RS 70/2000. [Infertility treatment and procedures of biomedically-assisted procreation act (ZZNPOB) 
2000. Official gazette of the Republic of Slovenia 70/2000]

33 	Calhaz-Jorge C, De Geyter CH, Kupka MS, et al. Survey on ART and IUI: legislation, regulation, funding 
and registries in European countries: The European IVF-monitoring Consortium (EIM) for the European 
Society of Human Reproduction and Embryology (ESHRE). Hum Reprod Open 2020(1): hoz044. doi: 
10.1093/hropen/hoz044
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FIELDWORK DESCRIPTION 

INTERVIEWS
Recruitment of  inter v iewees was carr ied 
out  by Health Grouper  (B2- InF partner ) 
through snowbal l ing method and word of 
mouth .  There were di f f icul t ies  in  f inding 
part ic ipants  with non-heterosexual 
sexual  or ientat ions ,  which means that 
the S lovenian sample does not  include 
homosexual ,  b isexual  or  t ransgender 
part ic ipants .  In  an ef fort  to  f ind part ic ipants 
with these prof i les ,  LGTBQ+ organizat ions 
and personal  networks  were contacted, 
but  a l l  e f forts  remained f ru i t less . 
In  tota l ,  ten inter v iews were carr ied out 
between June and August  2021 ,  a l l  in 
S lovenian .  With regard to geographical 
d ist r ibut ion ,  the research team looked for 
young people f rom di f ferent  parts  of  the 
countr y  to represent  regional  d ivers i ty . 
Some part ic ipants  were f rom the centra l 
parts  of  the countr y  ( regions of  L jubl jana 
and Notranjska) ,  others  f rom the south-
eastern parts  ( regions of  Dolenjska and 
Bela Kra j ina)  and others  f rom the northern 
parts  ( region of  Šta jerska) .
A l l  the inter v iews were conducted 
remotely  us ing Zoom plat form,  because of 
the COVID-19 pandemic and governmental 
recommendat ions to avoid personal 
contact  as  much as  poss ible . 
A l l  part ic ipants  spoke openly  about the 
topic ,  without report ing any other  problem 
re lated to IT  i ssues or  remotely  conducted 
inter v iews .

CLINICS 
There are only  three centres  that  per form 
MAR in S lovenia ,  therefore a l l  centres  were 
included in the sample .
Data col lect ion was carr ied out  by 
Mediste l la  dur ing November and December 
2021.  Websites  f rom selected MAR cl in ics 
were explored in local  language (S lovenian) 
and then t rans lated into Engl ish .  Al l  the 
informat ion was col lected by specia l ly 
des igned templates .  Once the template 
was completed,  i t  was rev iewed by an 
Engl ish nat ive speaker .  Near ly  100 pages 
were col lected f rom Slovenian MAR cl in ics ’ 
websi tes .
In  addit ion ,  Mediste l la  contacted Slovenian 
MAR cl in ics  d i rect ly  as  wel l  as  by “myster y 
shopping”  to col lect  extra  informat ion 
(e .g . ,  leaf lets ,  consent  forms)  but  no c l in ic 
prov ided addit ional  mater ia l .
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• 	 To educate c i t izens ,  infert i l i ty  should be 
the focus of  a  publ ic  informat ion and 
awareness- ra is ing campaign di rected by 
publ ic  health author i t ies .  The campaign 
should de-st igmat ize infert i l i ty  by 
prov iding informat ion about the 
prevalence and causes of  infert i l i ty 
in  both men and women.  I t  should 
prov ide informat ion about the fu l l  range 
of  methods avai lable to couples  and 
indiv iduals  for  becoming parents .

• 	 C l in ics ’  websi tes  should prov ide 
more deta i led informat ion in general 
(about techniques ,  legal  f ramework , 
psychological  ser v ices)  and equal ly 
deta i led informat ion for  women and 
men. 

• 	 C l in ics  should be more t ransparent  about 
costs  of  t reatment ,  prov iding informat ion 
about pr ices  of  d i f ferent  techniques and 
add-ons .

• 	 C l in ics ’  in format ion should be more 
gender- inclus ive ,  not  focus ing only  on 
women.

• 	 C l in ics  should prov ide informat ion and 
advert is ing in a  manner  that  i s  cons istent 
with ethnic ,  rac ia l ,  and cultura l  d ivers i ty 
of  S lovenian c i t izens ,  and should prov ide 

informat ion on Medical ly  Ass isted 
Reproduct ion (MAR) opt ions for  a l l 
genders  and/or  sexual  or ientat ions .

• 	 General  informat ion should be access ible 
through mult ip le  sources :  fami ly  doctor , 
publ ic  websi te ,  c l in ics ,  and socia l 
networks . 

• 	 The government should be aware that 
young people are concerned not  only  for 
improved access  to fert i l i ty  t reatment 
but  a lso for  universa l  access  to bas ic 
ser v ices  of  pr imary and reproduct ive 
healthcare .

S O C I O C U L T U R A L  A N D  G E N D E R  G U I D E L I N E S

Being better  informed about infert i l i ty  t reatment requires  that  the informat ion 
prov ided by c l in ics  i s  a l igned with the concerns and expectat ions of  the 
publ ic ,  especia l ly  young populat ions .   I t  a lso requires  that  c i t izens are better 
educated about infert i l i ty ,  inc luding i ts  causes ,  prevalence ,  and t reatment . 

6.2	Recommendation guidel ines
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STRENGTHS OF THE LEGAL 
FRAMEWORK IN SLOVENIA: 

• 	 Informed consent  forms are made publ ic ; 
th is  i s  a  model  of  good pract ice for  other 
countr ies .

• 	 C l in ics  d ist inguish less  invas ive 
techniques l ike IUI  and recommend that 
pat ients  start  with these when indicated 
by medical  profess ionals . 

• 	 Art .  12 (Law on the t reatment of  infert i l i ty 
and biomedical  ass is ted procedures 
(LT IBAP) .  Law n .  542-10/99-2/5 ,  of  20 July 
2000)  establ ishes obl igat ion for  couples 
to be instructed by a  jur is t  on legal 
consequences of  resort ing to gamete 
donat ion ,  as  wel l  as  obl igat ion for  c l in ics 
to prov ide psycho-socia l  counsel l ing .

• 	 Deta i led regulat ion of  mis leading 
advert is ing by Consumer Protect ion 
Law (ZVPot-1 of  11 October  2022)  and 
Slovenian Advert is ing Code.

WEAKNESSES OF THE LEGAL 
FRAMEWORK IN SLOVENIA: 

• 	 Poss ible  instabi l i ty ,  due to fact  that 
Advocate of  Pr inciple  of  Equal i ty  has 
chal lenged the const i tut ional i ty  of 
rest r ict ing MAR to heterosexual  couples 
who are marr ied or  c iv i l  partnership .

• 	 Poss ible  inconsistency between chi ld ’s 
r ight  to knowledge of  b io logical  or ig ins 
( Chi ld Convent ion ,  art .  8 ;  European 
Counci l  Recommendat ion 2156/2019) , 
and donor  anonymity  (establ ished by 
domest ic  law) .

DEFICIENCIES IN THE 
INFORMATION PROVIDED BY 
CLINICS:

Al l  informat ion prov ided by c l in ics  — 
through thei r  websi tes ,  advert is ing ,  and 
documents  of  informed consent  — is 
regulated by legal  s tandards for  t ruthful 
advert is ing and informed consent .  We have 
found that  informat ion prov ided by c l in ics 

about success  rates  of  fert i l i ty  t reatments , 
add-ons (supplementar y  procedures 
of fered by c l in ics  for  the purpose of 
improving fert i l i ty  t reatment outcomes) , 
and poss ible  r i sks  associated with MAR does 
not  meet these standards .   Accordingly ,  in 
the interest  of  greater  t ransparency ,  we 
make the fo l lowing recommendat ions for 
the improvement of  th is  informat ion :

WITH REGARD TO SUCCESS 
RATES IT IS RECOMMENDED 
THAT:  

• 	 Success  rate should be c lear ly  def ined as 
l i ve  bi r th ,  in  a l ignment with expectat ions 
of  persons seeking fert i l i ty  t reatment 
and thei r  main reason for  contract ing 
the ser v ices  of  a  c l in ic . 

• 	 In format ion about success  rates  should 
be based on best  ava i lable ev idence . 
Cl in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 Di f ferent  success  rates  should be 
speci f ied in re lat ion to age ,  d i f ferent 
techniques ,  and use of  egg donat ion . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 In format ion about success  rates  prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent .  

WITH REGARD TO ADD-ONS IT IS 
RECOMMENDED THAT:

• 	 C l in ics  should prov ide c lear  informat ion , 
based on best  ava i lable ev idence ,  in 
support  of  any c la im that  add-ons can 
improve fert i l i ty  t reatment outcomes .  I f 
such data i s  unavai lable ,  c l in ics  should 
make this  c lear . 

• 	 A l l  r i sks  associated with the use of  add-
ons should be c lear ly  expla ined.

• 	 C l in ics  should prov ide access  to 
ev idence-based sources of  data on add-
ons for  purposes of  ver i f icat ion .

L E G A L  G U I D E L I N E S

The avai labi l i ty  and adequacy of  informat ion prov ided by c l in ics  depends in 
part  on the state of  the re levant  legal  f rameworks :  laws that  regulate fert i l i ty 
t reatments  and health ser v ices  in  general ,  laws that  regulate informed 
consent  and the use of  personal  data ,  laws that  regulate advert is ing ,  as  wel l 
as  laws that  af fect  marr iage and paternity . 
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• 	 Informat ion about add-ons prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent . 

WITH REGARD TO POSSIBLE 
ASSOCIATED RISKS IT IS 
RECOMMENDED THAT:
• 	 In  websi tes ,  advert is ing ,  and documents  of 

informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
persons undergoing fert i l i ty  t reatment . 
C l in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
chi ldren conceived through MAR.  

• 	 This  informat ion should di f ferent iate 
speci f ic  r i sks  associated with di f ferent 
techniques ( IUI ,  IVF ,  ICSI )  and procedures 
(chemical  and phys ical  manipulat ion of 
gametes and embryos) .  C l in ics  should 
c lar i f y  the st rength of  th is  ev idence . 

• 	 Informat ion about r i sks  should be 
expressed at  two levels :  in  technical 
terms that  speci f y  the type of  r i sk  and i ts 
probabi l i ty ,  and in nontechnical  language 
that  i s  readi ly  access ible  to the publ ic  (e .g . , 
us ing i l lust rat ions i f  necessar y ) . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 Informat ion about associated health r i sks 
to MAR prov ided through websi tes  and 
advert is ing should match the informat ion 
prov ided through informed consent . 

ADDITIONAL KEY 
RECOMMENDATIONS FOR CLINICS:

• 	 C l in ics  should make documents  of  informed 
consent  avai lable to the publ ic  through 
thei r  websi tes .

• 	 C l in ics  should make informat ion sheets  and 
informed consent  forms adapted to people 
with disabi l i t ies  as  required by art ic le  25 
of  United Nat ions Internat ional  Convent ion 
on the Rights  of  Persons with Disabi l i t ies .

• 	 C l in ic  websi tes  should descr ibe the 
condit ions for  receiv ing governmental 
support  (e .g . ,  through socia l  secur i ty )  for 
fert i l i ty  t reatment (e .g . ,  age of  the woman, 
etc . )  and should prov ide informat ion about 
a l ternat ive methods . 

• 	 I f  c l in ic  websi tes  ment ion surrogacy ,  they 
should c lar i f y  that  surrogate contracts  are 
not  legal ly  supported within S lovenian 

legal  f ramework .
• 	 St r ict  compl iance with Pr inciple  of 

Advert is ing Authent ic i ty ,  as  descr ibed in 
art .  6  of  S lovenian Advert is ing Code:  a l l 
advert is ing should be c lear ly  recognizable 
as  such.

• 	 Test imonia ls  should comply with art .  5  of 
S lovenian code:  they should not  be c la im 
to be factual  ( should be c lear ly  ident i f iable 
as  advert is ing)  and should be obtained 
with wr i t ten author izat ion of  witness .

CONSIDERATIONS FOR THE 
IMPROVEMENT OF PUBLIC 
INFORMATION:

• 	 I t  i s  recommended that  health author i t ies 
create a  cata logue of  informed consent 
forms and informat ion sheets  that  comply 
with current  regulat ions .

• 	 I t  i s  recommended to extend Art .  12 
(obl igat ion to be instructed by jur is t ) 
to  a l l  procedures  regulated by Art .  22 
( informat ion included in informed consent) 
in  Law on the Treatment of  Infert i l i ty  and 
Biomedical  Ass isted Procedures  (LT IBAP 
July  20 2000) .

• 	 Persons seeking fert i l i ty  t reatment should 
be informed of  poss ible  a l ternat ives  to 
MAR,  including adopt ion and the poss ib i l i ty 
of  t reat ing infert i l i ty  through biomedical 
inter vent ion . 

• 	 A nat ional  regist r y  of  c l in ics  should be 
created that  prov ides standardized,  up-to-
date informat ion about success  rates . 

• 	 C i t izens should be informed of  the legal 
def in i t ion and condit ions of  parenthood 
and of  the r ights  that  are impl icated by 
fert i l i ty  t reatment ( r ights  of  parents ,  r ights 
of  donors ,  r ights  of  of fspr ing) .

• 	 In format ion campaigns should include the 
legal  regulat ion of  techniques ,  and this 
informat ion must  cover  b io logical ,  legal , 
ethical  and economic aspects  of  the use of 
techniques . 
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SPANISH CONTEXT

In  Spain ,  the average number of  chi ldren 
per  woman was 1 .18 and the average 
maternal  age reached 31 years  in  2020 34. 
That  makes Spain the countr y  with the 
second lowest  fert i l i ty  rate in  Europe 35. 
Moreover ,  together  with I ta ly ,  Spain i s  one 
of  the European Union countr ies  with the 
highest  maternal  age at  f i r s t  b i r th 36.
The f i rs t  Spanish legis lat ion on Medical ly 
Ass isted Reproduct ion (MAR) was passed 
in 1988.  I t  was rev ised in 2006 37.  This 
legis lat ion is   one of  the most  l ibera l  in 
Europe ,  with no of f ic ia l  age l imit  and no 
restr ict ions regarding the fami ly  s i tuat ion .
In  2023,  two laws were approved that  af fect 
the legal  context  of  surrogate maternity 
and access  for  t rans persons in  Spain . 
The LO 1/2023 of  Februar y  28 descr ibes 
surrogacy as  a  form of  v io lence against 
women,  emphasizes  the nul l i ty  of  surrogacy 
contracts ,  and requires  publ ic  author i t ies 
to conduct  informat ion campaigns about 
the i l legal i ty  of  surrogacy.  I t  a lso prohibits 
a l l  commercia l  publ ic i ty  and informat ion 
about surrogacy.

The second law,  LO 4/2023 of  Februar y  28 , 
in  support  of  real  and ef fect ive equal i ty  for 
t rans persons and to secure the r ights  of 
LGTBI  persons ,  guarantees access  to MAR 
techniques for  lesbian ,  b isexual ,  and s ingle 
women,  and for  t rans persons without 
gestat ional  capacity .   
Spain i s  the largest  European MAR 
prov ider  (especia l ly  for  egg donat ion)  and 
the European countr y  with the largest 
t reatment numbers  and the highest  rate 
of  MAR bi r th per  nat ional  b i r ths .  In  2018 , 
near ly  10% of  chi ldren born in Spain were 
the result  of  MAR 38.
There are about 500 MAR cl in ics  in  Spain , 
most  of  them pr ivate .  Spanish Nat ional 
Health System covers  t reatments  for 
women up to 40 and for  men up to 55 
years  o ld .  However ,  some techniques 
are excluded f rom the Spanish Nat ional 
Health System,  such as  oocyte donat ion 
and pre implantat ion genet ic  d iagnosis 
(PGD) 39,  and wait ing l i s ts  at  publ ic  centres 
may be long.  Therefore ,  most  t reatments 
are carr ied out  in  pr ivate c l in ics .  People 
f rom other  countr ies  come to Spain to use 
MAR,  due to the restr ict ions in  thei r  home 
countr ies 40,41.

0 7 7.1	Introduct ion

S P A I N 

34  Instituto Nacional de Estadística. Edad Media a la Maternidad por orden del nacimiento según nacionali-
dad (española/extranjera) de la madre [Internet]. 2020 [cited 2021 Jul 15]. Available from: https://www.ine.
es/jaxiT3/Datos.htm?t=1579

35 The World Bank. Fertility rate, total (births per woman) - European Union | Data [Internet]. [cited 2021 
Jul 15]. Available from: https://data.worldbank.org/indicator/SP.DYN.TFRT.IN?contextual=min&loca-
tions=EU&most_recent_value_desc=false

36  Eurostat. Women are having their first child at an older age - Products Eurostat News [Internet]. 2020 
[cited 2021 Jul 15]. Available from: https://ec.europa.eu/eurostat/web/products-eurostat-news/-/ddn-
20200515-2

37  Melo-Martín I. Assisted Reproductive Technology in Spain: Considering Women’s Interests. Cambridge 
Q Healthc Ethics [Internet]. 2009 Jul [cited 2021 Jul 15];18(3):228–35. Available from: https://www.
cambridge.org/core/journals/cambridge-quarterly-of-healthcare-ethics/article/abs/assisted-reproduc-
tive-technology-in-spain-considering-womens-interests/790F665819304AFD3693E9A4A0C3D75C

38  Geyter C De, Calhaz-Jorge C, Kupka MS, Wyns C, Mocanu E, Motrenko T, et al. ART in Europe, 2015: re-
sults generated from European registries by ESHRE. Hum Reprod Open [Internet]. 2020 Jan 1 [cited 2021 
Jul 15];2020(1). Available from: /pmc/articles/PMC7038942/

39 Castilla JA, Hernandez E, Cabello Y, Navarro JL, Hernandez J, Gomez JL, et al. Assisted reproductive tech-
nologies in public and private clinics. Reprod Biomed Online. 2009 Dec 1;19(6):872–8.

40  Präg P, Mills MC. Assisted Reproductive Technology in Europe: Usage and Regulation in the Context of 
Cross-Border Reproductive Care. Demogr Res Monogr [Internet]. 2017 [cited 2021 Jul 16];289–309. Avail-
able from: https://link.springer.com/chapter/10.1007/978-3-319-44667-7_14

41  Ikemoto LC. Reproductive Tourism: Equality Concerns in the Global Market for Fertility Services. Minneso-
ta J Law Inequal. 2009;27(2)
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FIELDWORK DESCRIPTION 

INTERVIEWS
The recrui tment process  was carr ied out 
by the research team of  APLICA through 
i ts  own panel  and networks ,  contact ing 
potent ia l  part ic ipants  by emai l  or 
te lephone to be included in the sample 
according to inclus ion/exclus ion cr i ter ia . 
15 inter v iews were carr ied out  f rom March 
to July  2021 ,  a l l  of  them in Spanish . 
E ight  inter v iews were done face-to- face 
in Madr id and seven were conducted by 
Zoom because of  the COVID-19 pandemic 
s i tuat ion or  because the part ic ipant 
was based in a  di f ferent  c i ty  (B i lbao , 
Barcelona ,  Huesca) .  A l though in general 
the inter v iews conducted onl ine did not 
face problems with the connect ion ,  in 
some of  them,  minor  problems occurred 
without jeopardiz ing the engagement and 
responses of  part ic ipants .
Inter v iews were conducted by male or 
female researchers ,  in  concordance with 
the inter v iewee’s  gender .  Part ic ipants  were 
wi l l ing to cooperate and spoke openly .

CLINICS 
A thematic  search was per formed with the 
tool  Google TRENDS to se lect  the most 
commonly  used keywords when searching 
for  MAR cl in ics . 
The top 5 key words (1 .  Fert i l izac ión ;  2 . 
Inseminación ;  3 .  Infert i l idad;  4 .  Embarazo 
F IV ;  5 .  ICSI )  were se lected and searched 
in Google one by one ,  for  each key word 
search the top c l in ic  was se lected.  Local 
language and countr y  were set  up as 
preferred for  ever y  search .  Other  sources , 
such as  journals  or  b log art ic les  that  were 
not  f rom IVF centres  were excluded.
Data col lect ion was carr ied out  by 
Mediste l la  dur ing July  and August  2021. 
Websites  f rom selected MAR cl in ics  were 
explored in local  language (Spanish) 
and then t rans lated into Engl ish .  Al l  the 
informat ion was col lected by specia l ly 
des igned templates .  Once the template 
was completed,  i t  was rev iewed by an 
Engl ish nat ive speaker .  Spanish MAR cl in ics 
prov ide ver y  extens ive informat ion in thei r 
websi tes .  In  tota l ,  a lmost  500 pages were 
col lected .
In addit ion ,  Mediste l la  contacted Spanish 
MAR cl in ics  d i rect ly  as  wel l  as  by “myster y 
shopping”  to col lect  extra  informat ion . 
Some brochures  were received ,  but  c l in ics 
d id not  send thei r  consent  forms f reely .
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• 	 To educate c i t izens ,  infert i l i ty  should be 
the focus of  a  publ ic  informat ion and 
awareness- ra is ing campaign di rected by 
publ ic  health author i t ies .  The campaign 
should de-st igmat ize infert i l i ty  by 
prov iding informat ion about the 
prevalence and causes of  infert i l i ty 
in  both men and women.  I t  should 
prov ide informat ion about the fu l l  range 
of  methods avai lable to couples  and 
indiv iduals  for  becoming parents .

• 	 C l in ic  websi tes  should be s impler ,  with 
more wel l -synthes ized informat ion ( to 
avoid confus ion)  and fewer medical 
terms and deta i l s . 

• 	 C l in ics  should be more t ransparent  about 
costs  of  t reatment ,  prov iding informat ion 
about pr ices  of  d i f ferent  techniques and 
add-ons .

• 	 Informat ion on c l in ic  websi tes  should 
be more gender- inclus ive ,  not  focus ing 
only  on women (e .g . ,  avoiding systematic 
references to motherhood) ,  and should 
prov ide informat ion on MAR opt ions for 
t rans or  intersex people .

• 	 C l in ics  should make sure they approach 
poss ible  donors  respectful ly . 

• 	 C l in ics  need to th ink thoroughly  about 
thei r  d iscourse on embryos .  C l in ics 
should t r y  to  avoid ambivalence in the 
discourse on embryo donat ion/adopt ion .

• 	 C l in ics  should prov ide informat ion and 
advert is ing in a  manner  that  i s  cons istent 
with ethnic ,  rac ia l ,  and cultura l  d ivers i ty 
of  Spanish c i t izens ,  and should prov ide 
informat ion on Medical ly  Ass isted 
Reproduct ion (MAR) opt ions for  a l l 
genders  and/or  sexual  or ientat ions .

• 	 The government should be aware that 
young people are concerned not  only  for 
improved access  to fert i l i ty  t reatment 
but  a lso for  universa l  access  to bas ic 
ser v ices  of  pr imary and reproduct ive 
healthcare .

S O C I O C U L T U R A L  A N D  G E N D E R  G U I D E L I N E S

Being better  informed about infert i l i ty  t reatment requires  that  the informat ion 
prov ided by c l in ics  i s  a l igned with the concerns and expectat ions of  the 
publ ic ,  especia l ly  young populat ions .  I t  a lso requires  that  c i t izens are better 
educated about infert i l i ty ,  inc luding i ts  causes ,  prevalence ,  and t reatment .

7.2	 Recommendation guidel ines
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STRENGTHS OF THE LEGAL 
FRAMEWORK IN SPAIN:  

• 	 Legal  obl igat ion for  informat ion access ible 
to people with disabi l i t ies  (arts .  4 .2 ,  5 .4 , 
6 .4  and 11 .7 of  Law 14/2006 and art .  29 bis 
of   General  Law on the Rights  of  Persons 
with Disabi l i t ies  and thei r  socia l  inc lus ion , 
2022) .

• 	 Test imonia l  advert is ing requires  wr i t ten 
author izat ion (Deontological  Rule 19 
Advert is ing Code of  Conduct) .

• 	 Gamete donat ion regulated by Donor  Study 
Protocol  of  the 2021 Nat ional  Commiss ion 
for  Ass isted Human Reproduct ion (NCAHR) 

• 	 Informed consent  regulated by art .  8 
Pat ient  Autonomy Law.

WEAKNESSES OF THE LEGAL 
FRAMEWORK IN SPAIN:  

• 	 A loophole ex ists  in  the Spanish legal 
system with regard to the pract ice of 
receiv ing oocytes  f rom the partner  (ROPA 
method) ,  as  i t  i s  not  speci f ica l ly  regulated .

• 	 Poss ible  inconsistency between chi ld ’s 
r ight  to knowledge of  b io logical  or ig ins 
( Chi ld Convent ion ,  art .  8 ;  European Counci l 
Recommendat ion 2156/2019,  Opinion of 
Nat ional  Bioethics  Committee ,  2020)  and 
donor  anonymity  (establ ished by Spanish 
law) .

DEFICIENCIES IN THE 
INFORMATION PROVIDED BY 
CLINICS AND RECOMMENDATIONS:

Al l  informat ion prov ided by c l in ics  — through 
thei r  websi tes ,  advert is ing ,  and documents 
of  informed consent  — is  regulated by 
legal  s tandards for  t ruthful  advert is ing 
and informed consent .  We have found 
that  informat ion prov ided by c l in ics  about 
success  rates  of  fert i l i ty  t reatments ,  add-
ons (supplementar y  procedures  of fered by 
c l in ics  for  the purpose of  improving fert i l i ty 
t reatment outcomes) ,  and poss ible  r i sks 
associated with MAR does not  meet these 
standards .   Accordingly ,  in  the interest  of 
greater  t ransparency ,  we make the fo l lowing 
recommendat ions for  the improvement of 
th is  informat ion :

WITH REGARD TO SUCCESS RATES 
IT IS RECOMMENDED THAT:   

• 	 Success  rate should be c lear ly  def ined as 
l i ve  bi r th ,  in  a l ignment with expectat ions 
of  persons seeking fert i l i ty  t reatment and 
thei r  main reason for  contract ing the 
ser v ices  of  a  c l in ic . 

• 	 In format ion about success  rates  should 
be based on best  ava i lable ev idence . 
Cl in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 Di f ferent  success  rates  should be speci f ied 
in re lat ion to age ,  d i f ferent  techniques , 
and use of  egg donat ion . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 In format ion about success  rates  prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent .   

WITH REGARD TO ADD-ONS IT IS 
RECOMMENDED THAT:

• 	 C l in ics  should prov ide c lear  informat ion , 
based on best  ava i lable ev idence ,  in 
support  of  any c la im that  add-ons can 
improve fert i l i ty  t reatment outcomes .  I f 
such data i s  unavai lable ,  c l in ics  should 
make this  c lear . 

• 	 A l l  r i sks  associated with the use of  add-
ons should be c lear ly  expla ined.

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data on add-ons for 
purposes of  ver i f icat ion .

• 	 In format ion about add-ons prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent . 

WITH REGARD TO POSSIBLE 
ASSOCIATED RISKS IT IS 
RECOMMENDED THAT:

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
persons undergoing fert i l i ty  t reatment . 

L E G A L  G U I D E L I N E S

The avai labi l i ty  and adequacy of  informat ion prov ided by c l in ics  depends in 
part  on the state of  the re levant  legal  f rameworks :  laws that  regulate fert i l i ty 
t reatments  and health ser v ices  in  general ,  laws that  regulate informed consent 
and the use of  personal  data ,  laws that  regulate advert is ing ,  as  wel l  as  laws that 
af fect  marr iage and f i l iat ion . 
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C l in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
chi ldren conceived through MAR.  

• 	 This  informat ion should di f ferent iate 
speci f ic  r i sks  associated with di f ferent 
techniques ( IUI ,  IVF ,  ICSI )  and procedures 
(chemical  and phys ical  manipulat ion of 
gametes and embryos) .  C l in ics  should 
c lar i f y  the st rength of  th is  ev idence . 

• 	 Informat ion about r i sks  should be expressed 
at  two levels :  in  technical  terms that 
speci f y  the type of  r i sk  and i ts  probabi l i ty , 
and in nontechnical  language that  i s 
readi ly  access ible  to the publ ic  (e .g . ,  us ing 
i l lust rat ions i f  necessar y ) . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 Informat ion about associated health r i sks 
to MAR prov ided through websi tes  and 
advert is ing should match the informat ion 
prov ided through informed consent .  

ADDITIONAL KEY 
RECOMMENDATIONS FOR CLINICS:

• 	 C l in ics  should make documents  of  informed 
consent  avai lable to the publ ic  through 
thei r  websi tes .

• 	 C l in ics  should prov ide informat ion that  i s 
access ible  to persons with discapacit ies 
( General  Law on the Rights  of  Persons with 
Disabi l i t ies  and thei r  socia l  inc lus ion ,  2022) 
and should make informat ion sheets  and 
informed consent  forms publ ic  and adapted 
to people with disabi l i t ies  (arts .  4 .2 .  5 .4 . ,  6 .4 
and 11 .7 of  Law 14/2006) .

• 	 C l in ic  websi tes  should descr ibe the 
condit ions for  receiv ing governmental 
support  (e .g . ,  soc ia l  secur i ty )  for  fert i l i ty 
t reatment (e .g . ,  age of  the woman,  etc . ) 
and should prov ide informat ion about 
a l ternat ives .

• 	 C l in ics  should c lear ly  expla in that  ROPA 
method ( the use of  receiv ing oocytes  f rom 
the partner )  i s  not  a  condit ion for  legal 
co-maternity  (art .  7 .3  ley  14/2006) ,  which 
depends on c iv i l  marr iage between women 
and not  on the or ig in of  the gametes .

• 	 C l in ic  websi tes  should prov ide informat ion 
about the legal  requirements  that  apply 
to the use of  Pre implantat ion Genet ic 
Diagnosis  (PGD) (art .  12 law 14/2006) , 
avoiding informat ion that  g ives  the 
impress ion that  th is  technique is  general ly 
ava i lable .   

• 	 According to nat ional  law (LO 1/2023,  of  28 
Februar y ,  amending Organic Law 2/2010, 

of  3  March ,  on sexual  and reproduct ive 
health and the voluntar y  interrupt ion of 
pregnancy)  c l in ics  should c lar i f y  that  access 
to MAR for  s ingle men and male couples  i s 
only  poss ible  through surrogacy ,  which is 
i l legal  in  Spain and cons idered a form of 
v io lence against  women.

• 	 According to nat ional  law (LO 1/2023,  of  28 
Februar y ,  amending Organic Law 2/2010, 
of  3  March ,  on sexual  and reproduct ive 
health and the voluntar y  interrupt ion of 
pregnancy)  c l in ics  should not  prov ide any 
informat ion about intermediar ies  involved 
in ser v ices  re lated to surrogacy (whether 
commercia l  or  a l t ru ist ic )  ins ide or  outs ide 
the countr y .

• 	 Test imonia l  advert is ing requires  the wr i t ten 
author izat ion of  the witness  (5  of  the Unfa i r 
Compet i t ion Law and art .  19 Advert is ing 
Code of  Conduct .  

• 	 Use of  inf luencers  in  socia l  media should be 
c lear ly  recognizable as  advert is ing ( Code 
of  Conduct  on the use of  inf luencers  in 
advert is ing 2021) .

CONSIDERATIONS FOR THE 
IMPROVEMENT OF PUBLIC 
INFORMATION:

• 	 I t  i s  recommended that  health author i t ies 
create a  cata logue of  informed consent 
forms and informat ion sheets  that  comply 
with current  regulat ions .

• 	 Persons seeking fert i l i ty  t reatment should 
be informed of  ava i lable a l ternat ives  to 
MAR,  including adopt ion and the poss ib i l i ty 
of  t reat ing infert i l i ty  through biomedical 
inter vent ion . 

• 	 A nat ional  regist r y  of  c l in ics  should be 
created that  prov ides standardized,  up-to-
date informat ion about success  rates . 

• 	 C i t izens should be informed of  the legal 
def in i t ion and condit ions of  parenthood 
and of  the r ights  that  are impl icated by 
fert i l i ty  t reatment ( r ights  of  parents ,  r ights 
of  donors ,  r ights  of  of fspr ing) .

• 	 In format ion campaigns should include the 
legal  regulat ion of  techniques ,  and this 
informat ion should cover  b io logical ,  legal , 
ethical  and economic aspects  of  the use of 
techniques (art .  3 .3  of  Law 14/2006) . 
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SWISS CONTEXT

In  Switzer land,  the average number of 
chi ldren per  woman was 1 .5  in  201942, 
which a l igns with the average fert i l i ty 
rate for  Europe countr ies  (1 .53 chi ld per 
woman) 43.  This  rate has remained re lat ive ly 
stable dur ing the last  30 years .  The average 
maternal  age at  f i r s t  b i r th i s  32 years44, 
one of  the highest  in  the EU (mean of  31 
years ) 45.  The fert i l i ty  rate of  the populat ion 
over  35 has doubled in recent  years .  The 
status  of  not  hav ing chi ldren is  re lat ive ly 
widespread in Switzer land,  apply ing to 
around a quarter  of  women and men aged 
50 to 80 years 46.
The Swiss  law on Medical ly  Ass isted 
Reproduct ion (MAR) has been part icular ly 
rest r ict ive compared to other  European 
countr ies 47.  However ,  s tart ing in the 1990s , 
the legis lat ion has become gradual ly 
more permiss ive regarding ,  for  instance , 
gamete donat ion and In v i t ro  fert i l izat ion 
( IVF) .  The current  legal  f ramework i s 
determined by the Reproduct ive Medic ine 
Law (FmedG) 48,  approved in 2016 af ter  a 
referendum. I t  s tates  that  MAR is  intended 
only  for  heterosexual  couples .  The publ ic 
sector  only  funds ass is ted inseminat ion .  In 
v i t ro  fert i l izat ion ( IVF)  i s  a l lowed only  with 

gametes f rom the couple or  with donor 
sperm (only  i f  the couple i s  marr ied) . 
Pre implantat ion Genet ic  Diagnosis  (PGD) 
i s  a l lowed.  Sperm donat ion is  non-
anonymous and couples  may se lect  thei r 
own donor .  The law prohibits  severa l 
techniques such as  egg donat ion 49,  embryo 
donat ion ,  surrogacy and sperm donat ion 
to unmarr ied couples .  I t  a lso prohibits 
MAR access  to s ingle women and same-
sex couples .  Because of  these restr ict ions , 
some Swiss  res idents  cross  borders  to use 
MAR.
On 1 July  2022 ,  the “marr iage for  a l l ”  law 
(Federal  Act  on the Registered Partnership 
between same sex couples)  came into 
force ,  decis ive ly  changing access  to 
technology by making same-sex couples 
de facto equal  to  marr ied couples .  Thus , 
same-sex marr ied couples  of  women wi l l 
be e l ig ible  for  sperm donat ion and wi l l 
be able to undergo MAR. .  The update of 
the law on MAR entered into force on 1 
December 2022.
There are a  tota l  of  31 MAR centres  in  the 
countr y 50,  most  of  them pr ivate .  In  2019 , 
11 ,163 cycles  were per formed,  result ing in 
a  tota l  of  2 ,204 l ive  bi r ths 51.

0 8 8.1	Introduct ion

S W I T Z E R L A N D 
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FIELDWORK DESCRIPTION 

INTERVIEWS
The recrui tment of  inter v iewees was 
organized by a  contracted company based 
in Switzer land.  The company emai led 
a se lect ion of  the re levant  age group 
in i ts  panel  and te lephoned potent ia l 
part ic ipants  to ensure respondents  met the 
inclus ion/exclus ion cr i ter ia .  Addit ional ly , 
an advert isement on Facebook and 
Instagram was publ ished to recrui t  LGTBQ 
prof i les . 
In  tota l ,  ten inter v iews were carr ied 
out  between November 2 and 8 ,  2021 . 
Regarding language,  four  inter v iews were 
conducted in French and s ix  in  German. 
Inter v iewees were f rom Canton Zur ich , 
Aargau,  Vala is  and Vaude.  Because of  the 
COVID-19 pandemic ,  a l l  inter v iews took 
place onl ine us ing Zoom. This  fac i l i tated 
coverage of  severa l  regions of  Switzer land, 
and no major  i ssues regarding connect ion 
or  engagement were reported . 
One inter v iew with a female part ic ipant 
was conducted by a  male inter v iewer as  no 
female French-speaking inter v iewers  were 
avai lable at  that  t ime. 

CLINICS 
A thematic  search was per formed with 
the tool  Google TRENDS in order  to se lect 
the most  commonly  used keywords when 
searching for  MAR cl in ics . 
The top 5 keywords (1 .  IVF ;  2 .  K inderwunsch; 
3 .  Befruchtung;  4 .  Fruchtbarkeit ;  5 . 
Besamung in German,  and 1 .  PMA;  2 .F IV ; 
3 .  Fert i l i té ;  4 .  ICSI ;  5 .  IVF in  French)  were 
se lected each was searched in Google .  For 
each key word search ,  the f i r s t  c l in ic  that 
appeared was se lected.  Local  language and 
countr y  were set  up as  preferred for  each 
search .  Other  sources ,  such as  journals  or 
b log art ic les  that  were not  f rom IVF centres 
were excluded.
Data col lect ion was carr ied out  by 
Mediste l la  dur ing November 2021. 
Websites  f rom selected MAR cl in ics  were 
explored in local  language (4  in  German, 
1  in  French)  and then t rans lated into 
Engl ish .  Al l  in format ion was col lected by 
specia l ly  des igned templates .  Once the 
template was completed,  i t  was rev iewed 
by an Engl ish nat ive speaker .  A lmost  200 
pages were col lected f rom Swiss  MAR 
cl in ics ’  websi tes .
In  addit ion ,  Mediste l la  contacted Swiss 
MAR cl in ics  d i rect ly  as  wel l  as  by “myster y 
shopping” ,  in  order  to col lect  extra 
informat ion (e .g . ,  leaf lets ,  consent  forms…) . 
Only  one c l in ic  prov ided informat ion about 
pr ices .



4 6

B
2

-
IN

F
 R

E
C

O
M

M
E

N
D

A
T

IO
N

 G
U

ID
E

L
IN

E
S

• 	 To educate c i t izens ,  infert i l i ty  should be 
the focus of  a  publ ic  informat ion and 
awareness- ra is ing campaign di rected by 
publ ic  health author i t ies .  The campaign 
should de-st igmat ize infert i l i ty  by 
prov iding informat ion about the 
prevalence and causes of  infert i l i ty 
in  both men and women.  I t  should 
prov ide informat ion about the fu l l  range 
of  methods avai lable to couples  and 
indiv iduals  for  becoming parents .

• 	 The topic  of  infert i l i ty  should be included 
in school  curr icula  in  accordance with 
governmental  s tandards and guidel ines 
(e .g . ,  as  part  of  ex ist ing curr icula  on 
human reproduct ion or  sexual i ty ) .  

• 	 Informat ion on c l in ics ’  websi tes  should 
be more gender-balanced and more 
gender- inclus ive ,  cons ider ing t rans and 
intersex people .

• 	 C l in ics  should prov ide informat ion in a 
manner  that  i s  cons istent  with ethnic , 
rac ia l ,  and cultura l  d ivers i ty  of  Swiss 
c i t izens ,  and should prov ide informat ion 
on Medical ly  Ass isted Reproduct ion 
(MAR) opt ions for  a l l  genders  and/or 
sexual  or ientat ions .

• 	 Di f ferent  sources of  informat ion could be 
developed:  a  g lobal  websi te  for  general 
informat ion on infert i l i ty  and MAR could 
be created,  fami ly  doctors  could be 
prepared to prov ide more personal ized 
informat ion . 

• 	 The government should be aware that 
young people are concerned not  only  for 
improved access  to fert i l i ty  t reatment 
but  a lso for  universa l  access  to bas ic 
ser v ices  of  pr imary and reproduct ive 
healthcare .

S O C I O C U L T U R A L  A N D  G E N D E R  G U I D E L I N E S

Being better  informed about infert i l i ty  t reatment requires  that  the informat ion 
prov ided by c l in ics  i s  a l igned with the concerns and expectat ions of  the 
publ ic ,  especia l ly  young populat ions .  I t  a lso requires  that  c i t izens are better 
educated about infert i l i ty ,  inc luding i ts  causes ,  prevalence ,  and t reatment .  

8.2	Recommendation guidel ines
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STRENGTHS OF THE LEGAL 
FRAMEWORK IN SWITZERLAND: 

• 	 Art ic le  3 (Federal  Act  on MAR,  1998) 
prescr ibes that  techniques wi l l  be used 
only  when the wel lbeing of  the chi ld i s 
ensured.

• 	 C l in ics  prov ide deta i led informat ion 
about pr ices  and costs ,  which are wel l 
regulated (art .  17 and 18 of  Bundesgesetz 
gegen den unlauteren Wettbewerb 
(UWG) ,  updated Jan 1 ,  2022) . 

• 	 C l in ics  commonly  report  data on success 
rates  to Nat ional  Regist r y  of  In-Vi t ro 
Fert i l izat ion .

• 	 The Federal  Law of  Unfa i r  Compet i t ion 
imposes on the advert iser  the burden 
of  proof  on the veraci ty  of  the data 
contained in thei r  advert isements .  In 
th is  regard ,  see art .  13 . .

WEAKNESSES OF THE LEGAL 
FRAMEWORK IN SWITZERLAND:

• 	 Poss ible  inconsistency between chi ld ’s 
r ight  to knowledge of  b io logical  or ig ins 
( Chi ld Convent ion ,  art .  8 ;  European 
Counci l  Recommendat ion 2156/2019, 
NECK Opinion on Samenspende, 
December 2019)  and donor  anonymity 
(establ ished by nat ional  law) . 

• 	 No deta i led regulat ion of  informed 
consent ,  c l in ics  do not  make documents 
of  informed consent  publ ic . 

• 	 Youth are concerned that  access  to 
MAR is  guaranteed for  a l l ,  inc luding 
t ransgender  and non-binar y  persons , 
but  law does not  c lear ly  a l low access  to 
s ingle persons . 

DEFICIENCIES IN THE 
INFORMATION PROVIDED BY 
CLINICS:

Al l  informat ion prov ided by c l in ics  — 
through thei r  websi tes ,  advert is ing ,  and 
documents  of  informed consent  — is 
regulated by legal  s tandards for  t ruthful 
advert is ing and informed consent .  We have 
found that  informat ion prov ided by c l in ics 
about success  rates  of  fert i l i ty  t reatments , 

add-ons (supplementar y  procedures 
of fered by c l in ics  for  the purpose of 
improving fert i l i ty  t reatment outcomes) , 
and poss ible  r i sks  associated with MAR does 
not  meet these standards .  Accordingly ,  in 
the interest  of  greater  t ransparency ,  we 
make the fo l lowing recommendat ions for 
the improvement of  th is  informat ion :

WITH REGARD TO SUCCESS 
RATES IT IS RECOMMENDED 
THAT:  

• 	 Success  rate should be c lear ly  def ined as 
l i ve  bi r th ,  in  a l ignment with expectat ions 
of  persons seeking fert i l i ty  t reatment 
and thei r  main reason for  contract ing 
the ser v ices  of  a  c l in ic . 

• 	 In format ion about success  rates  should 
be based on best  ava i lable ev idence . 
Cl in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 Di f ferent  success  rates  should be 
speci f ied in re lat ion to age ,  d i f ferent 
techniques ,  and use of  egg donat ion . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 In format ion about success  rates  prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent .   

WITH REGARD TO ADD-ONS IT IS 
RECOMMENDED THAT:

• 	 C l in ics  should prov ide c lear  informat ion , 
based on best  ava i lable ev idence ,  in 
support  of  any c la im that  add-ons can 
improve fert i l i ty  t reatment outcomes .  I f 
such data i s  unavai lable ,  c l in ics  should 
make this  c lear . 

• 	 A l l  r i sks  associated with the use of  add-
ons should be c lear ly  expla ined.

• 	 C l in ics  should prov ide access  to 
ev idence-based sources of  data on add-
ons for  purposes of  ver i f icat ion .

• 	 In format ion about add-ons prov ided 
through websi tes  and advert is ing should 
match the informat ion prov ided through 
informed consent . 

L E G A L  G U I D E L I N E S

The avai labi l i ty  and adequacy of  informat ion prov ided by c l in ics  depends in 
part  on the state of  the re levant  legal  f rameworks :  laws that  regulate fert i l i ty 
t reatments  and health ser v ices  in  general ,  laws that  regulate informed 
consent  and the use of  personal  data ,  laws that  regulate advert is ing ,  as  wel l 
as  laws that  af fect  marr iage and paternity . 



4 8

B
2

-
IN

F
 R

E
C

O
M

M
E

N
D

A
T

IO
N

 G
U

ID
E

L
IN

E
S

WITH REGARD TO POSSIBLE 
ASSOCIATED RISKS IT IS 
RECOMMENDED THAT:

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
persons undergoing fert i l i ty  t reatment . 
C l in ics  should c lar i f y  the st rength of  th is 
ev idence . 

• 	 In  websi tes ,  advert is ing ,  and documents  of 
informed consent ,  c l in ics  should prov ide 
complete ,  c lear ,  and comprehensible 
informat ion ,  based on best  ava i lable 
ev idence ,  about potent ia l  health r i sks  for 
chi ldren conceived through MAR.  

• 	 This  informat ion should di f ferent iate 
speci f ic  r i sks  associated with di f ferent 
techniques ( IUI ,  IVF ,  ICSI )  and procedures 
(chemical  and phys ical  manipulat ion of 
gametes and embryos) .  C l in ics  should 
c lar i f y  the st rength of  th is  ev idence . 

• 	 Informat ion about r i sks  should be 
expressed at  two levels :  in  technical 
terms that  speci f y  the type of  r i sk  and i ts 
probabi l i ty ,  and in nontechnical  language 
that  i s  readi ly  access ible  to the publ ic 
(e .g . ,  us ing i l lust rat ions i f  necessar y ) . 

• 	 C l in ics  should prov ide access  to ev idence-
based sources of  data for  purposes of 
ver i f icat ion .

• 	 Informat ion about associated health r i sks 
to MAR prov ided through websi tes  and 
advert is ing should match the informat ion 
prov ided through informed consent . 

ADDITIONAL KEY 
RECOMMENDATIONS FOR CLINICS:

• 	 C l in ics  should make documents  of 
informed consent  avai lable to the publ ic 
through thei r  websi tes . 

• 	 C l in ics  should make informat ion sheets 
and informed consent  forms adapted to 
people with disabi l i t ies  as  required by 
art ic le  25 of  United Nat ions Internat ional 
Convent ion on the Rights  of  Persons with 
Disabi l i t ies .

• 	 C l in ic  websi tes  should descr ibe the 
condit ions for  receiv ing governmental 
support  (e .g . ,  through the publ ic  health 
system) for  fert i l i ty  t reatment (e .g . ,  age 
of  the woman,  etc . )  and should prov ide 
informat ion about a l ternat ive methods . 

• 	 C l in ic  websi tes  should c lar i f y  that  egg 
and embryo donat ion and surrogacy are 
prohibited by art .  4  of  1998 MAP law. 

• 	 St r ict  compl iance with pr inciples  of 
authent ic i ty  and t ruthfulness :  advert is ing 

should be c lear ly  ident i f iable as  such (SLK 
Grundsatz Pr inciple  B .15 .a )  and should not 
be incomplete or  otherwise mis leading 
(UWG art .  2 ,  ar t .  3 ;  SLK Grundsatz Pr inciple 
B .2) .

• 	 Test imonia ls  should comply with 
regulat ion of  SLK Grundsatz B .7 .2 ,  and 
for  th is  i t  i s  recommended that  they are 
c lear ly  recognizable as  advert is ing and 
that  wr i t ten author izat ion is  obta ined 
f rom witnesses . .

CONSIDERATIONS FOR THE 
IMPROVEMENT OF PUBLIC 
INFORMATION:

• 	 I t  i s  recommended that  health author i t ies 
create a  cata logue of  informed consent 
forms and informat ion sheets  that  comply 
with current  regulat ions .

• 	 Persons seeking fert i l i ty  t reatment should 
be informed of  poss ible  a l ternat ives 
to MAR,  including adopt ion and the 
poss ib i l i ty  of  t reat ing infert i l i ty  through 
biomedical  inter vent ion . 

• 	 In format ion campaigns should help publ ic 
understand current  legal  regulat ion of 
techniques—what has changed as  a  result 
of  the Marr iage for  Al l  Act ,  and what has 
not—and this  informat ion should cover 
b io logical ,  legal ,  ethical  and economic 
aspects  of  the use of  techniques . 

• 	 Recommended that  publ ic  informat ion 
websi te  i s  hosted by publ ic  administ rat ion 
and super v ised by health author i t ies  such 
as  the Nat ional  Ethics  Committee .

• 	 C i t izens should be informed of  the legal 
def in i t ion and condit ions of  parenthood 
and of  the r ights  that  are impl icated 
by fert i l i ty  t reatment ( r ights  of  parents , 
r ights  of  donors ,  r ights  of  of fspr ing) .
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