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Summary
With the use of combined antiretroviral therapy (cART),
it has become possible to completely and permanently
suppress human immunodeficiency virus (HIV) replication.
Successful treatment with combined antiretroviral therapy
not only makes HIV infection a treatable chronic disease
with a near-normal life expectancy, but also reliably pre-
vents horizontal and also vertical virus transmission. In
principle, this allows us to dispense with certain preventive
measures from the pre-cART era. However, HIV preven-
tion recommendations tend not to be adjusted until it has
been proven beyond any doubt that there is no associated
risk. This zero-risk strategy still makes HIV infection a spe-
cial case and contradicts standard medical practice, which
almost always also entails some acceptable risk. This hes-
itant attitude delays adaptations of care and contributes to
the stigmatisation of those affected. In addition, it might
even violate the ethical principles of beneficence and jus-
tice.

In this context, there is still an ongoing debate as to
whether the credo “U = U” (undetectable = untransmit-
table) applies to all aspects of vertical transmission. While
there is consensus about the safety of vaginal delivery in
case of an undetectable maternal viral load, Switzerland
is still the only country that has also refrained from provid-
ing post-exposure prophylaxis to newborns since 2016 in
such cases.

Furthermore, when we last revised our Swiss recommen-
dations for the prevention of vertical transmission in 2018,
we assumed a balance (equipoise) between the benefits
and potential risks of breastfeeding with HIV under optimal
conditions. We proposed a shared decision-making

process to allow the expectant mother to make her own
well-considered decision which is then unconditionally
supported by the care team. However, the decision and
the associated responsibility is basically left to the woman.
Most high-income countries have meanwhile adopted this
procedure.

Based on a literature review summarised in this article, the
question arises as to whether this approach is still justi-
fied. We came to the conclusion that the potential risks
of breastfeeding with HIV are being overemphasised, as
benefits of breastfeeding, including reductions in morbidi-
ty and mortality for both mother and child appear to clear-
ly outweigh these apparently very low risks, even in high-
income settings. We therefore believe that breastfeeding
with HIV should be favoured and encouraged and not just
supported under optimal circumstances and that the care
teams should take a clear position in this regard. This will
facilitate decision-making for affected women, reduce stig-
ma, relieve the parent(s) of taking on primary responsibili-
ty for the decision and further “normalise” HIV infection.

Introduction

Forty years after the discovery of the Human Immunod-
eficiency Virus (HIV) as the cause of Acquired Immune
Deficiency Syndrome (AIDS) in 1983 [1], HIV infection
has evolved from a fatal condition to a chronic, treatable
disease. If it is treated early (when the CD4 cell count is
still high) and successfully, the life expectancy of those af-
fected differs only slightly from that of the general popu-
lation [2]. More than 30 antiretroviral drugs from different
substance classes are currently available for the treatment
of HIV infection [3]. With combined antiretroviral therapy
(cART), complete suppression of HIV replication can be
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achieved in most people living with HIV. Completely sup-
pressed viral replication is now recognised and accepted
as one of the best options for preventing HIV transmission
(“treatment as prevention”). This was assumed early on by
representatives of the Swiss HIV Cohort Study (SHCS) [4,
5] and in 2008, based on the evidence available at the time,
Vernazza et al. published the so-called “Swiss Statement”
[6], according to which people living with HIV with an un-
detectable viral load and no additional sexually transmit-
ted diseases (STD) could not transmit HIV sexually. This
statement led to an international outcry, much opposition
and great scepticism at the time and it took eight years for
this principle to be accepted and for the credo “U = U” (un-
detectable = untransmittable) to be launched by the “Pre-
vention Access Campaign” in 2016 [7]. However, “U = U”
has only been verified and generally accepted for horizon-
tal HIV transmission [8, 9].

In vertical transmission prevention (VTP), (1) the adminis-
tration of zidovudine (azidothymidine [AZT]) during preg-
nancy, delivery and as post-exposure prophylaxis in the
newborn (neonatal PEP) (PACTG-076 protocol) [10], (2)
elective caesarean delivery before the onset of labour and
rupture of membranes [11, 12], and (3) withholding from
breastfeeding led to a reduction of the transmission rate
from 25–40% [13] to below 2% even before the availabili-
ty of combined antiretroviral therapy.

It later became apparent that successful treatment of preg-
nant women with cART was at least as effective as this
whole package of interventions in preventing vertical
transmission of HIV. Accordingly, the need for these inter-
ventions was questioned again and some of them, main-
ly intra-partum zidovudine and elective caesarean delivery,
were omitted from most guidelines, including those of
Switzerland, in 2009 [14, 15].

Once again, representatives of the Swiss HIV Cohort
Study and of the Swiss Mother and Child HIV Cohort
Study (MoCHiV) [16] recognised early the need to also re-
evaluate the remaining preventive measures from the pre-
cART era, namely neonatal post-exposure prophylaxis and
abstinence from breastfeeding. In fact, in 2016 Switzer-
land became the first country in the world to discontinue
neonatal post-exposure prophylaxis in case of an unde-
tectable maternal viral load [17]. Furthermore in 2018,
the Swiss Federal Commission for Sexual Health (EKSG)
went another step forward and came to the conclusion that,
in an optimal scenario (undetectable maternal viral load
throughout pregnancy, reliable adherence to combined an-
tiretroviral therapy, regular follow-up), the benefits of
breastfeeding with HIV balance the potential risks, and
that there is a “clinical equipoise” [18]. Accordingly the
healthcare provider’s role could no longer be advising to
not breastfeed and the autonomy of the pregnant woman
regarding her own view of infant feeding became indis-
pensable. The healthcare team currently should discuss all
available information about benefits and risks of breast-
feeding in a comprehensive and unbiased way with the
woman (ideally also in the presence of her partner) in order
to allow her to make her own well-considered decision. As
a result of this so-called shared decision-making process,
the woman’s decision has to be unconditionally supported
by all involved parties [18, 19].

This approach allowed women with HIV to breastfeed
their children under optimal conditions. The responsibility
for the decision to breastfeed and its consequences was es-
sentially transferred to the expectant mother, while the care
team did not have to prioritise any option and was there-
fore relieved of its responsibility.

The question arises as to whether this way of proceeding
is still justified. This article aims to critically examine this
approach from a variety of perspectives.

General medical and social considerations

Ethical principles and objectives of medical action

“Primum nil nocere” (first do no harm) is one of the oldest
and most important dogmas of medical practice, matching
a central element of the Hippocratic Oath. This fundamen-
tal medical promise also includes the principle of medical
confidentiality. Evidence-based and patient-centred action,
as well as a high degree of empathy, are also fundamental
elements of medical practice. Ethical principles form the
indispensable and binding basis for this.

Dealing with risks in society and medicine

A risk always exists when an action or situation can have
a harmful effect on an individual. We then speak of risk
behaviour or risk exposure. Both occur frequently in our
society: for example, the former in the context of individ-
ual addictive behaviour (nicotine, alcohol) and the latter in
road traffic.

Risk is also an important consideration in medicine. Vir-
tually every medical procedure or intervention involves
potential risks in addition to its benefits. Therefore, the
benefits and risks of any medical intervention should be
carefully weighed against each other and the benefits must
always clearly outweigh the potential risks. In order to
achieve a desired treatment goal, physicians and patients
therefore usually accept a certain minimal risk.

HIV-specific considerations

Risk assessment and HIV infection

Unlike in other diseases, there is largely a lack of will-
ingness to accept any residual risk of HIV transmission.
Recommendations tend not to be adjusted until it has been
proven beyond doubt that this will not lead to any addi-
tional case of HIV infection. This means that adjustments
to recommendations, even if they would eliminate other
potential risks, are often only made after years of hesita-
tion and delay. This also becomes clear when comparing
national and international guidelines for the prevention of
vertical transmission. Switzerland, for example, finally re-
sumed recommending vaginal delivery as a rule instead of
elective caesarean delivery in case of fully suppressed viral
replication 10 years later than the Netherlands [20]. Con-
versely, the Swiss abandonment of neonatal post-exposure
prophylaxis has not been adopted by any other guideline
(except Latvia) since 2016 [17, 21].
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Stigmatisation and discrimination against people liv-
ing with HIV

HIV infection has always been associated with significant
stigma. This is primarily due to the fact that AIDS is such
a devastating disease and that, in the early phase of the
pandemic, men who have sex with men (MSM) and intra-
venous drug users were at a particularly high risk of in-
fection. Even today, four decades later and despite enor-
mous medical advances, HIV infection is still perceived
and treated as a “special case” by both the public and
healthcare professionals. Although it is meanwhile a treat-
able chronic disease, healthcare has failed to “normalise”
the way it is dealt with. As a result, healthcare itself con-
tributes to the continuation of the stigma of those affected
[22]. This also applies to the prevention of vertical trans-
mission and in particular to the issue of breastfeeding with
HIV. On the one hand, in individual cases women with
HIV have even been prosecuted for breastfeeding [23].
On the other hand, prohibiting breastfeeding stigmatises
women in communities with high breastfeeding rates.

Specific breastfeeding considerations

Health benefits of breastfeeding in general and in dif-
ferent regions of the world

Breast milk is undoubtedly the best possible nutrition for
newborns and infants in the first months of life and pro-
motes the health of both the mother and the child [24–26].
However, commercial formula milk definitively eliminates
the risk of HIV transmission. In a comprehensive review of
breastfeeding, Victora and coworkers emphasised that pos-
sibly no other health behaviour can affect such varied out-
comes in the two individuals who are involved: mother and
child [26].

This is especially evident in low- and middle-income coun-
tries, where water supply is not guaranteed and safe [24],
and where breastfeeding prevents an estimated half of all
diarrhoea episodes and a third of respiratory infections, re-
sulting in a 72% and a 57% reduction of hospital admis-
sions for diarrhoea and respiratory infections, respective-
ly. Accordingly, mortality of infants exclusively breastfed
for six months was reduced by 88% as compared to those
not breastfed [26]. It has been estimated that hundreds of
thousands of children’s lives (>820,000) per year could po-
tentially be saved in low- and middle-income countries by
universal breastfeeding [24]. This protection far outweighs
the risk of HIV infection, which is why the World Health
Organization (WHO) has always recommended breast
milk as the only food in these countries for the first six
months of life.

In women, breastfeeding has a pronounced psychological
benefit (bonding, reduction of maternal depression). It also
prolongs the duration of postpartum amenorrhoea and thus
the interval until the next pregnancy [24, 26, 27].

Breastfeeding significantly reduces the incidence of gas-
trointestinal, pulmonary and ear infections in children,
even in high-income countries [28, 29].

Albeit less pronounced, breastfeeding has also been shown
to be associated with a 40% reduction (OR: 0.60, 95% CI:
0.54–0.67) in the overall risk of infant death (7–365 days

of life) among multiple ethnic groups within the US popu-
lation [30].

Ip and coworkers also analysed information about the
health benefits of breastfeeding from high-income coun-
tries in their extensive evidence report. They concluded
that even in these countries breastfeeding is associated
with a significant reduction of many diseases in infants
and mothers [31]. Meta-analyses of available data showed
that ever-breastfeeding was associated with a 36% (95%
CI: 0.51–0.81) reduction in sudden infant deaths. Further-
more, breastfeeding was associated with a 58% (95% CI:
0.18–0.96) decrease in necrotising enterocolitis associated
with a high case-fatality rate. Exclusive breastfeeding, ei-
ther for more than three or six months duration also result-
ed in a 50% (95% CI: 0.36–0.70) reduction in the risk of
acute otitis media in infants younger than 24 months [31].

In the long term, ever-breastfeeders versus never-breast-
feeders showed a 7–24% risk reduction of developing
overweight and obesity in two independent meta-analyses
[31–33]. In a third one, the duration of breastfeeding was
significantly negatively related to the unadjusted risk of
overweight, with a 4% risk decrease for each month of
breastfeeding. It is also suggested that breastfeeding as
compared with commercial formula feed results in a 39%
reduction in the risk of developing type 2 diabetes. Further-
more, long-term breastfeeding (>6 months) was associat-
ed with a 20% risk reduction of acute lymphatic leukaemia
(ALL) in later life [31]. It has even been shown to have
a positive effect on mental development (intelligence quo-
tient [IQ]) [26, 34].

As for women, results of two meta-analyses concluded that
there was a reduction in the risk of breast cancer in women
who breastfed their infants. In one study, there was a sta-
tistically significant reduction in the risk of breast cancer
of 4.3% (95% CI: 2.9–5.8) for each year of breastfeeding
[35]. In a longitudinal study of two large cohorts in the
US with over 150,000 parous women, longer duration of
lifetime breastfeeding was associated with a reduced risk
of developing type 2 diabetes among women who did not
have a history of gestational diabetes [31, 36].

In a later systematic review and meta-analysis not restrict-
ed to data from high-income countries, Chowdhury and
coworkers found that breastfeeding >12 months reduced
the risk of breast and ovarian cancer by 26% and 37%,
respectively. Furthermore, breastfeeding women lowered
their risk of developing type 2 diabetes by 32% [27].

Breastfeeding with HIV infection: risk of transmission

Without antiretroviral therapy or exposure prophylaxis, the
risk of vertical HIV transmission by breastfeeding has been
reported to be 14–29% [37].

In view of the current treatment options for pregnant
women living with HIV, the question arises whether the
credo “U = U” also applies to vertical transmission. For
all other transmission routes, this seems to be largely es-
tablished today. In general, vertical transmission rates of
less than 0.4% are observed in many high-income coun-
tries [38]. In women taking combined antiretroviral ther-
apy with undetectable viral load at conception and close
to birth and with neonatal post-exposure prophylaxis ad-
ministered to newborns, not a single HIV transmission to a
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child occurred among over 5482 mother-child pairs of the
French cohort during pregnancy or at birth [39].

In contrast, relatively little data is available on the risk of
transmission during breastfeeding, but there is some evi-
dence that, under optimal conditions, this risk is extremely
low:

In the Mma Bana study from Botswana, 560 women with
HIV and a CD4 cell count ≥200 cells/ml were randomly
assigned to receive either abacavir/zidovudine/lamivudine
(ABC/AZT/3TC) (nucleoside reverse transcriptase in-
hibitor [NRTI]-only group) or lopinavir-ritonavir (LPV/
r) with zidovudine/lamivudine (proteinase inhibitor [PI]
group) from 26 to 34 weeks of gestation and compared
with a group of 170 women with a CD4 cell count <200
cells/ml treated with nevirapine (NVP) and zidovudine/
lamivudine. The infants received a single dose of nevirap-
ine at birth and then neonatal post-exposure prophylaxis
with zidovudine for 4 weeks. The duration of breastfeeding
was defined as six months. In all three groups, despite the
short duration of antiretroviral therapy, viral suppression of
<400 RNA copies/ml at birth was achieved in more than
90% of women. Only 8/709 infants (1.1%) were infected;
six of these tested positive at birth, reflecting intrauterine
transmission. Two infants in the nucleoside reverse tran-
scriptase inhibitor-only group who tested negative at one
month had a positive HIV DNA PCR at three months of
life. At this time, the two mothers had been treated for 17
and 27 weeks, respectively. Both mothers had <50 HIV
RNA copies/ml in blood and breast milk at one and three
months after delivery while one mother still had 257 HIV
RNA copies/ml at delivery [40].

The PROMISE study, conducted in resource-poor coun-
tries in Africa and India with 2431 mother-child pairs with
uninfected babies at birth recruited post-partum with a rel-
atively high maternal CD4 cell count of ≥350 cells/mm3

showed extremely low transmission rates, regardless of
whether the mother was being treated with combined anti-
retroviral therapy or the infant was receiving exposure pro-
phylaxis with a daily dose of nevirapine during breastfeed-
ing. After six months, only 0.3% of the infants were found
to be infected, and after 12 months 0.6%. This was despite
the fact that in the combined antiretroviral therapy group
and the nevirapine group, only 41% and 31%, respective-
ly, of the mothers had a viral load <400 copies/ml at en-
try into the study [41]. Of note, 95% of the women had
participated in an antepartum component of the study and
started antiretroviral treatment with either ZDV alone or
a PI-based combined antiretroviral therapy at 14 weeks of
gestation or later. Five percent of women were not treated
during pregnancy. In two of seven infants in the combined
antiretroviral therapy group, HIV infection was first recog-
nised at the ages of 13 and 38 weeks, respectively. At that
time, the mother of the first infant had an undetectable vi-
ral load (<40 copies/ml) and the second a measurable viral
load of less than 40 copies/ml. However, both women had
detectable virus at breastfeeding initiation [42].

In another cohort study (KIULARCO) from Tanzania, only
2 of 186 breastfed children tested positive for HIV: one
when the mother had a high viral load and one after the
mother had stopped treatment. When the viral load was
undetectable (<100 copies/ml), no viral transmission oc-
curred [43].

In the DolPHIN-2 study conducted in Cape Town (South
Africa) and Kampala (Uganda), 250 women were treated
from the third trimester of pregnancy with either an
efavirenz (EFV)- or a dolutegravir (DTG)-based regimen
and with tenofovir (TDF) as well as lamivudine or emtric-
itabine (FTC). A total of four vertical transmissions were
registered, three of which had occurred intrauterine. One
postpartum viral transmission occurred in an infant of the
efavirenz group, whose mother always had an undetectable
viral load (<50 copies/ml) after 12, 24, 48 and 72 weeks.
Her antiretroviral treatment was started in the third
trimester of pregnancy. The infant was fed exclusively with
breast milk for 24 weeks and then also with supplemen-
tary food until the 48th week. HIV infection was diagnosed
at the age of 72 weeks and the maternal and fetal virus-
es showed identical polymorphisms [44]. This case rep-
resents a possible breast milk transmission from a fully
suppressed woman with HIV. However, the infant missed
visits at 24 and 48 weeks (stored samples were used for di-
agnostics) and the interval between the end of breastfeed-
ing at 48 weeks and the detection of the virus in the infant
six months later (at 72 weeks) raises questions about the
time point and the circumstances of transmission.

Given the specific characteristics of breast milk, certain
conditions, namely combined antiretroviral therapy with
absolutely reliable adherence to treatment and follow-up
and an undetectable maternal viral load at conception and
throughout pregnancy must be met to ensure safe breast-
feeding with HIV. Only under such stringent conditions
can it be assumed that U = U also applies to breastfeeding.
These conditions were not met in any of the cases of pos-
sible virus transmission through breastfeeding mentioned
above, even in those that happened with undetectable ma-
ternal viral loads. Accordingly, they cannot serve as evi-
dence that safe breastfeeding with HIV under optimal con-
ditions carries the risk of viral transmission.

As mentioned above, Switzerland introduced the shared
decision-making process to allow for breastfeeding in 2018
[19]. Some countries in Europe (Austria, Denmark, Ger-
many, Greece, Kyrgyzstan, Norway, Poland, the Nether-
lands, Sweden) now proceed in a similar way [45, 46], and
a comparable approach is also recommended by the most
important national and international guidelines, including
those from Europe (EACS 2023), the UK (British HIV
Association [BHIVA] 2020) and the USA (Department of
Health and Human Services [DHHS] 2023) [47–49].

At the BHIVA Spring Conference in 2023, Francis and col-
leagues from the UK presented data of 150 breastfed in-
fants. Mothers who chose to breastfeed had to have a fully
suppressed HIV viral load for as long as possible, but cer-
tainly during the last trimester of pregnancy. To date, no
transmission has occurred in the UK, and in 106 breast-
fed infants, HIV transmission has definitely been exclud-
ed by antibody testing at the age of ≥18 months [50]. In
Switzerland, initial data from 41 mother-child pairs has
been published, with 25 women deciding to breastfeed
their children. No transmission has occurred [51]. Further
case studies have been published in North America (10
and 68 mother-child pairs) [52, 53], Canada (three mother-
child pairs) [54], Italy (13 mother-child pairs) [55] and
Germany (42 and 77 mother-child pairs) [56, 57]. No ver-
tical transmission through breastfeeding has been reported.
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Based on data from Switzerland [51] and the Netherlands 
[58], it can be assumed that in high-income countries with 
corresponding recommendations, around half of pregnant 
women living with HIV decide to breastfeed their children 
as part of the participatory decision-making process with 
optimal conditions. Although only a few case studies have 
been published, it is likely that in these countries many 
mothers living with H IV have already breastfed or are 
breastfeeding their children. Nonetheless, to date not a sin-
gle case of viral transmission to a child has been reported 
in high-income countries with well-established healthcare 
systems. If one considers breastfeeding similarly to sexu-
al transmission (number of sexual intercourses leading to 
one transmission), then even in individual cases there is a 
very high number of corresponding feeds and an extremely 
small risk of viral transmission [59, 60].

Breastfeeding with HIV infection: open questions

There are still a number of unanswered questions about 
whether mothers living with H IV should or should not 
breastfeed their children. These are the reasons why ex-
perts are having such a hard time with this issue. Clarifying 
these questions however will certainly take a long time and 
may even be unrealistic in some cases.

Medications used for the mother’s combined antiretroviral 
therapy pass into breast milk in varying amounts and lead 
to different plasma levels in the infant [61]. Some lead 
to high levels in the infant (rilpivirine [RPV], efavirenz, 
nevirapine, abacavir, lamivudine, emtricitabine, tenofovir 
alafenamide and raltegravir [RAL]), others to minimal val-
ues (tenofovir disoproxil, dolutegravir, bictegravir [BTG] 
and darunavir/ritonavir [DRV/r]) [38]. Concentrations that 
are too high increase the risk of toxicity, while too low 
concentrations promote the development of HIV resistance 
in the event of virus transmission. In addition, breastfeed-
ing prolongs the exposure of infants to antiretroviral com-
pounds. It is also conceivable that maternal therapy might 
influence the composition of breast milk or the infant’s mi-
crobiome.

Human/breast milk is rich in cells and therefore contains 
cells that are potentially susceptible to HIV and thus also 
cell-bound viral DNA which carries the potential for viral 
reactivation in breast milk. This is particularly important in 
the case of mastitis, because even subclinical mastitis can 
increase the salt content, inflammatory cytokines and cell-
associated and cell-free HIV in breast milk [62].

It is also unclear how long it takes during combined anti-
retroviral therapy until the breast milk is free of cell-free 
viruses in addition to the blood, or whether there are cas-
es of persistent viral load discordance between plasma and 
breast milk [63]. To minimise this potential risk, Swiss rec-
ommendations support breastfeeding only if maternal viral 
load is suppressed throughout pregnancy. Of note, there is 
still no standardised method for determining viral load in 
breast milk.

Also unclear is the role of the integrity of the infant’s gas-
trointestinal tract and the question of whether complemen-
tary feeding (mixed feeding with replacement formula or 
solid food) also plays a role in an ideal scenario in high-in-
come settings, as shown in low- and middle-income coun-
tries [64].

The role of maternal virological blips (short periods of
measurable minimal virus replication) and the question
of how often mother and child should be checked during
breastfeeding are also unclear. In the postpartum period,
mothers are particularly vulnerable in many ways (postpar-
tum depression or other affective disorders, irregular sleep,
new living conditions), which might adversely affect opti-
mal treatment adherence and follow-up [65].

Despite all these unresolved questions, there is currently
no evidence that any of these potential risks might be so
relevant that breastfeeding under optimal conditions can-
not be unconditionally supported.

Further considerations

Decision for or against breastfeeding (opt-in versus
opt-out)

The way in which a question is perceived by someone
will undoubtedly influence the decision-making process. It
is very important what decision an expectant mother has
to make regarding breastfeeding. Currently, in the shared
decision-making process, women have to decide whether
they want to breastfeed and thereby take possible risks. On
the other hand, if the care team explicitly advises breast-
feeding under optimal conditions, women can follow this
advice or decide not to breastfeed in order to exclude any
possible associated risk. In some way, this is similar to the
situation in the early years of the pandemic, when HIV
tests became available. At that time, most recommenda-
tions advised healthcare workers to ask for explicit permis-
sion for the HIV test (opt-in). It took years to change this
approach and to provide the test regularly with the option
to refuse (opt-out), which significantly improved test up-
take. The actual shared decision-making process about in-
fant feeding is a kind of an opt-in procedure, which trans-
fers the final decision and thus the responsibility of breast-
feeding to the expectant mother. Furthermore, her decision
remains influenced by individual concerns and attitudes
within the care team which undoubtedly can unintentional-
ly interfere with the shared decision-making process.

It will certainly take many years to resolve all the remain-
ing concerns surrounding infant nutrition with HIV. The
question therefore arises as to whether one should con-
tinue with the current approach or go a step further giv-
en the experience gained so far. By analogy with the ap-
proach taken in connection with potential risks associated
with any surgery or medical treatment, it seems justifiable
not only to support breastfeeding with HIV, but to declare
it as the best way to feed the infant under clearly defined
optimal circumstances. Even with such advice, the expec-
tant mother would be informed about all open questions
and possible risks and would retain the option of decid-
ing against breastfeeding (in analogy with opt-out). This
would take the burden of responsibility off women’s shoul-
ders and further reduce stigma.

Equipoise

The concept of “clinical equipoise” was established by
Freedman in 1987. He developed this concept to overcome
ethical barriers in clinical research. Equipoise in its theo-
retical sense (“theoretical equipoise”) only exists when ev-

Review article: Biomedical intelligence Swiss Med Wkly. 2025;155:4537

Swiss Medical Weekly · www.smw.ch · published under the copyright license Attribution 4.0 International (CC BY 4.0) Page 5 of 8



idence on behalf of two alternative treatment regimens is
exactly balanced. Ethics requires that each clinical trial be-
gins with an honest null hypothesis. If a physician knows
that two treatments are not equivalent, ethics requires that
the superior treatment be recommended. Clinical equipoise
is a more common and weaker concept. It refers to situa-
tions where two different options of equal value are avail-
able. There might be disagreement among the clinical com-
munity, with some clinicians favouring one (A) and others
another (B) treatment or approach. By definition, in case of
clinical equipoise, “good medicine” judges the choice be-
tween A and B indifferent [66].

The ongoing debate about breastfeeding with HIV under
certain conditions in high-income countries seems to corre-
spond to the definition of clinical equipoise. However, al-
though there is good evidence to suggest that the benefits
of breastfeeding outweigh the potential risks, this debate
gives much greater weight to the open questions and po-
tential risks than to the much better documented benefits,
which actually deserve much more attention. The question
arises as to whether it is still justified to consider the po-
tential risks and benefits of breastfeeding as equivalent un-
der optimal conditions, given that breastfeeding can even
reduce mortality in both mother and child.

The four principles of clinical ethics

Ultimately, our considerations are also about a balanced
weighting of the four principles of biomedical ethics ac-
cording to Beauchamp and Childress, namely autonomy
(the right to make informed decisions about one’s own
healthcare), non-maleficence (do no harm), beneficence
(do good) and justice (equality in medical care) [67]. The
current approach, based on a balance (equipoise) between
benefit and potential risks of breastfeeding with HIV under
optimal conditions, strongly favours the autonomy of the
expectant mother. However, the principles of beneficence
(reduction of morbidity and mortality for both mother and
child) and justice (equitable access to best medical care ir-
respective of HIV infection) also deserve appropriate con-
sideration. Currently, there is no evidence that any of the
open questions or potential risks of breastfeeding with HIV
under optimal conditions might be relevant enough to out-
weigh the significant benefits of breastfeeding. According-
ly, breastfeeding with HIV infection under optimal condi-
tions should primarily be considered under the principle of
beneficence rather than that of non-maleficence.

Conclusion

We believe that the benefits of breastfeeding with HIV
under optimal conditions are likely to outweigh the the-
oretical possible risks. While the potential risks can be
considered very low, breastfeeding has multiple benefits
including a reduction in morbidity and mortality for both
mother and child. We should therefore not wait for all
open questions related to breastfeeding with HIV to be ful-
ly resolved and question the zero-risk policy currently ap-
plied. If the benefits of breastfeeding with HIV under op-
timal conditions are judged to outweigh the possible risks,
then breastfeeding should actually be favoured and encour-
aged. This should be clearly communicated to the expec-
tant mother as part of the shared decision-making process.
This approach would be consistent with standard medical

practice and reduce stigma, while preserving the autono-
my of women allowing them to give greater weight to the
potential risks (which should always be mentioned) and
choose to refrain from breastfeeding. This shift to favour-
ing breastfeeding under optimal conditions also needs to be
widely communicated among care teams, healthcare work-
ers and the community. Of course, it must not lead to a di-
minished commitment to pursuing research to answer all
open questions and clarify possible risks of breastfeeding
with HIV.

Including breastfeeding mothers with HIV and their infants
in observational studies is of utmost importance for col-
lecting further data and gaining additional experience as
quickly as possible.
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