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Ethical issues related to lifelong ART for all pregnant and breastfeeding women 

(option B+) 

8 December 2012 

Initial concept note as part of informal ethics discussion 

 

Background – WHO/UNAIDS ethical consultation on ARVs for prevention 

New HIV prevention strategies based on ARVs are being considered in the development of 

comprehensive guidance on the strategic use of ARVs for the treatment and prevention of HIV 

and AIDS. Overall resources will need to be ramped up in nearly all countries to achieve “getting 

to zero”. But in the meantime, priority setting is inevitable in most settings, and countries face 

several complex technical and ethical issues in making strategic allocations of financial and 

programmatic resources for HIV prevention and treatment. On 10–11 October 2012, WHO and 

UNAIDS jointly organized a consultation on the ethical dimensions of the use of ARVs for HIV 

prevention, specifically pre-exposure prophylaxis and early initiation of antiretroviral therapy 

(ART) for prevention purposes, in order to inform the decision-making processes in countries. It 

was intended to clarify the ethical issues related to the strategic use of new ARV-based 

prevention interventions and lay the foundations for a country-owned approach to setting 

priorities. Participants agreed that the ethical and human rights challenges of priority setting for 

PrEP and treatment as prevention were complex, and that there will be several policy options that 

can be considered ethical. Depending on the social, economic and epidemiological context and 

local setting, countries might reach different conclusions. Priority-setting should be conducted in 

ways that will reduce inequities and maximize health benefits for the whole population, and fair 

processes should be followed in accordance with ethical and human rights norms. All relevant 

stakeholders are to be included, in particular people living with HIV. The failure to devise a 

rational and transparent plan could result in inequitable distribution of resources, since otherwise 

allocations are likely to be driven by subjective or arbitrary criteria to determine who gains access 

to care.  This approach may lead to outright discrimination against vulnerable groups, which tend 

to be most at risk and affected by HIV. 

Ethical issues related to the 2013 consolidated ARV guidelines, specifically option B+  

(initiating lifelong treatment for all pregnant women living with HIV) 

The WHO Department of HIV/AIDS is in the process of developing updated, consolidated 

guidance on ARVs for 2013.  A key issue is when (at what clinical stage or threshold) to initiate 

lifelong treatment. For ARVs for pregnant and postpartum women, which includes prevention of 

vertical transmission, optimal benefit for the mother’s health, and additional benefits for 

prevention of sexual transmission, several countries have adopted option B+ (lifelong ARV 

treatment for all pregnant women living with HIV), and this is being considered as part of the 

recommendations.  

In recent debates about PMTCT B+, concrete ethical questions have arisen. Some of these are 

quite similar (even if more specific) to the issues that were discussed at the consultation; others 

are different in focus, and there are additional ones to address. 

1. At the macro level of allocating resources and setting priorities 
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a. What are the ethical implications of providing lifelong ART to all pregnant and postpartum 

women, irrespective of CD4 cell count, if countries are in a situation of suboptimal ART 

coverage of those currently defined as eligible (CD4 count <350 cells/mm
3
, the current 

standard, or a possible higher threshold of CD4 <500 cells/mm
3
). 

b. With scale-up, ART coverage might reflect the inability to “find” others eligible, but in some 

countries there are waiting lists, due to shortage of ART for those eligible. What are the 

ethical implications of one or both of these scenarios? 

c. What are the ethical principles underlying resource-allocation according to pregnancy status 

(such as perceived social value)? 

 

2. At the policy and message levels 

What are the ethical issues of advising pregnant women to start lifelong ART irrespective of 

their CD4 cell counts “for their health and for additional prevention benefit (for horizontal 

sexual transmission)”, when men and non-pregnant women are advised that there is not 

enough evidence to support the early start of ART for their own health, and there would 

presumably be similar (or greater) prevention benefit in these other populations?  

 

3. At the family and individual levels 

What are the ethical implications of potentially complex local situations, such as: 

a. Pregnant women would get ART for life irrespective of any CD4 criteria, while 

husbands, sisters or neighbors with lower CD4 (such as in the range of CD4 350–500 

cells/mm
3
) would not have access to ART? 

b. Women who want to get pregnant but are currently not “eligible” for ART? 

 

4. At the individual level 

a. What are the appropriate messages to tell pregnant women about the reason for option B+ 

if this differs from the recommendation for treatment for adults in general? 

b. Should this be presented as an opt-out (routine) or an opt-in approach? Some women, for 

example, might feel that they are not ready to start taking ART for life, particularly if 

they have a high CD4 cell count and they do not want to risk toxicity and resistance to 

first-line drugs. This might be further influenced if they feel that they are not planning to 

have subsequent pregnancies, have seroconcordant partners, plan for no or short-duration 

breastfeeding, etc. 

5. Other important questions to address? 

 

Initial consultations regarding the above questions have taken place with individual ethicists. To 

ensure that priorities in the strategic use of ARVs are set in accordance with ethical and human 

rights norms, WHO and partners will consider these issues further in consultations and 

discussions as part of the programmatic guidelines development process and finalization of the 

ARV recommendations for pregnant women.  

Note – there were also extensive consultations with civil society on some of these issues, which 

will be useful to further inform the ethical discussion. 


