PEPFAR Guidance for the prevention of sexually transmitted HIV infections
A summary of key points and what it means for Alliance prevention programming and fundraising
The long-awaited PEPFAR ‘Guidance for the prevention of sexually transmitted HIV infections’ (hereafter: Prevention Guidance) was published in August 2011. Its purpose is to assist PEPFAR country teams in developing their Country Operational Plans.
 

Prevention programmes supported by PEPFAR must: 

· be country-owned 

· support a continuum of linked prevention, care, and treatment services

· be undertaken in close partnership with governments and civil society. 

PEPFAR recognises the remarkable declines in HIV incidence over the past decade, while stressing that the contributors to the declines are poorly understood. However, the contributing factors are likely to include the increasing coverage of both HIV prevention and treatment interventions; alongside improved HIV surveillance and the natural evolution of the epidemic. 

PEPFAR sees HIV prevention as the “single most important challenge in the fight against HIV/AIDS”, as: information on effective interventions has been limited; the scale and intensity of interventions insufficient; synergies from multiple interventions in one location have been underutilised; targeting of programmes to key affected populations has been inadequate; and there are not enough linkages between prevention, treatment, and care services and across sectors.    

PEPFAR endorses combination prevention
 for all PEPFAR country programmes. Combination prevention is based on the idea that only a combination of high quality biomedical, behavioural and structural interventions to scale is effective in significantly reducing HIV incidence
.  

Note: Alliance Prevention Policy
 and Good Practice HIV Programming Standards
 also endorse the combination prevention approach. This can be an important point in our continued efforts to position the Alliance with PEPFAR and should be fully reflected in respective proposals and programmes. 

The Prevention Guidance highlights the significance of ongoing data collection in order to: 

1. Know your epidemic (i.e. epidemiological data and data on: geographical hotspots, drivers of HIV transmission, populations at highest risk, population size estimates) 

2. Know your response (mapping of prevention interventions, and data on: geographical and population coverage, as well as the intensity, quality and scale of prevention interventions)

3. Know your context (information on factors that influence behaviour at the structural level, including for instance information on: laws and policies impeding access and delivery of HIV services to those who need them most;  the socio-cultural context and resulting attitudes towards health, disease, sex, and other factors in HIV transmission (e.g. concepts of marriage, high-risk traditional practices); patterns of population movement (e.g. on seasonal migration of sex workers)) 

4. Know your costs (i.e. data from costing exercises (supported by PEPFAR) to identify unit costs of prevention interventions. PEPFAR will also work with experts on cost per infection averted). 

PEPFAR recognises that there is a need to increase investments in obtaining strategic information in light of the limited data that is often available, particularly on populations who are most at risk of HIV.

PEPFAR also promotes among its country teams using computer modelling to estimate population-level effects of HIV prevention activities. This is becoming increasingly important for donors and government as such models look at the impact of interventions on HIV epidemics. Clearly, these models are only as good as the data used to generate them. 
Note: While “Know Your Epidemic, Know Your Response” are familiar approaches, gathering data on the context and on the costs of prevention interventions formally and systematically is for many implementing organisations a new approach. It may require: capacity building; changes and/or additions to finance and accounting and monitoring and evaluation systems; and additional assessments and research at structural level and/or establishment of new relations to gain access to contextual data. It is noteworthy that the Alliance has already taken important steps to gather data on the context and the costs of prevention interventions, and is piloting for instance the Social Return on Investment methodology to understand the true cost of stigma and discrimination
.

Our PEPFAR proposals should reflect the four K’s (“Know your epidemic, Know your response, Know your context, Know your costs”) and eventually cover development needs in this area. Presenting our ongoing efforts in data collection to PEPFAR can also help our continued efforts to position the Alliance with the donor. 

The Prevention Guidance categorises HIV epidemics into three main types:

1. Concentrated 

2. Mixed 

3. Generalised.
The distinction between a mixed and a generalised HIV epidemic can sometimes be unclear and rather confusing, as the Prevention Guidance recognises that even in generalised epidemics there are pockets of concentrated epidemics that need to be addressed. This comes close to the definition for mixed epidemics where, according to the Prevention Guidance, transmission occurs in both most-at-risk populations and the general population.

Note:  in the Alliance, rather than focusing much on categorising epidemics, we follow the concept of prevention programming for ‘key populations’. Thus, it is most important (in any category of epidemic) to understand who the key populations are and to target prevention programmes accordingly.
 

The Alliance definition of key populations: Key populations are groups of people that are at higher risk of being infected or affected by HIV, who play a key role in how HIV spreads, and whose involvement is vital for an effective and sustainable response to HIV. Key populations vary according to the local context but include vulnerable and marginalised groups such as people living with HIV, their partners and families, people who sell or buy sex, men who have sex with men, people who use drugs, orphans and other vulnerable children, migrants and displaced people, and prisoners.

While the Prevention Guidance does not use the term ‘key populations’, it refers to populations who are most in need and most at risk of HIV. When speaking about most-at-risk populations, the Prevention Guidance recognises that these populations do not only include sex workers, men who have sex with men and people who use drugs, but may also include (depending on the context) people in HIV-discordant relationships, migrants, mobile populations, prisoners, women and girls engaged in transactional sex, and military populations, among others. The Prevention Guidance also stresses the fact that these populations are often highly stigmatized and that there is reluctance to invest in them. As this is in line with the Alliance position, it should be reflected accordingly in proposals and in positioning of the Alliance.
The Prevention Guidance promotes a comprehensive country continuum of response.  According to the Prevention Guidance, national AIDS programmes should not be organised around particular donors, agencies, or budget codes, as is currently the case in many countries. However, a national AIDS programme and system should: work across sectors (e.g. health, social, development, education), identify populations at risk and their needs, and define specifically what services should be available to each of these populations. Moreover, the response to HIV and AIDS must address the changing prevention needs of the risk populations over time, as well as their care, treatment and prevention needs, if they acquire HIV.

Note: in light of the importance of a country continuum of response and the fact that this has yet to become a reality in many countries, we should support PEPFAR in promoting and advocating for such a response.

PEPFAR will give priority to prevention programmes that are:

· Scientifically proven to reduce HIV infection at the individual and population level and/or increase access to care

· Able to demonstrate sustained and long-standing outcomes that contribute to HIV prevention goals

· Scalable to produce outcomes at the community level

· Cost-effective

· Sustainable

· Prioritise the most effective biomedical, behavioural, and structural interventions in the country context 

· Well-coordinated

· Not adequately funded through other resources

· Focus on high risk populations/areas and address populations and communities in such a way that the level of investment matches the level of risk
· Addressing gaps in scope and reach to maximally reduce HIV incidence in designated areas and among priority populations

· Enhance coordination of services at different points along the continuum of HIV prevention, treatment, and care.
Note: this list should be carefully considered by us when designing prevention programmes and developing proposals for PEPFAR. While it is not exhaustive, it is also not donor-specific and highlights critical criteria for a high-quality prevention programme.

The Prevention Guidance also outlines the overarching principles of PEPFAR prevention programming:

1. Set epidemiologically sound priorities 

Note: This point calls for balancing prevention activities among different gender, sexual behaviour, and age groups based on epidemiological data. This is important, but it requires disaggregated data by sex, sexual risk and protective behaviour, and age groups. This data is often not readily available. Where it is available, the data quality may be low, as is often the case when the sample sizes for various age groups have been too small. There are also problems concerning the age groups used in different countries. For example, data on the age group 15 to 24 will not provide sufficient insight into the specific needs of children and adolescents, as compared to young adults
.    

2. Programme according to the social and cultural context 
Note: the Prevention Guidance stresses here the importance of: selecting culturally appropriate interventions tailored for the communities for which they are intended; involving all sectors of the population actively in the response; the fact that many of the world’s most successful HIV prevention efforts have been led by the affected communities.

3. Support a coordinated response 
Note: critical also for Alliance prevention programming is the need from different stakeholders for clear and consistent messages that are mutually reinforcing. Too often messages contradict each other and confuse the audience. The Prevention Guidance also emphasizes under this point the need for linkages from voluntary HIV testing and counselling to follow-up services (HIV prevention, treatment, and care), and the integration of prevention into care and treatment and into broader health and development work. Both points are also endorsed by the Alliance and reflected in its Strategy
.
4. Establish quality assurance, monitoring, and evaluation mechanisms 
Note: this point describes PEPFAR’s principles of monitoring and evaluating prevention programmes. Thus, it is noteworthy for us, as it will need to be largely reflected in the monitoring and evaluation frameworks of our prevention programmes and proposals to PEPFAR.


The principles of monitoring and evaluating prevention programmes include: 

· Standard operating procedures

· Comprehensive programme monitoring 
(Programme-level indicators, ongoing revision of plans, training and supervision in collecting and analysing data, refresher trainings and quality assessments)

· Formative assessments to improve programming

· Ongoing evaluation 
(For interventions with known efficacy: use of implementation science
 to effect scale-up; for interventions with unknown efficacy addressing critical drivers: pilot and measure impact on incidence; interventions that play an enabling role: evaluate based upon their ability to drive provision and uptake of services).
The Prevention Guidance mentions three overall approaches to reducing new HIV infections:

1. Increasing knowledge of HIV status among people living with HIV and their partners

2. Reducing risk of HIV transmission from people living with HIV

3. Reducing HIV acquisition among persons at risk of infection.

It then gives an overview of combination prevention interventions and details on the levels of evidence for each. Table 1 (see p. 10 of this summary document) summarises these interventions, the evidence available, and implementation guidance provided in the Prevention Guidance.

Note:  it would go beyond the scope of this summary to discuss in detail the overview of combination prevention interventions and the levels of evidence. However, it is worthwhile noting some issues. For instance: 

· Behaviour change communication is reduced to content of messages and communication channels. The Prevention Guidance rightly points out that in most cases messages are not separate, but combined (e.g. multiple partnerships, age of sexual debut, condom use); however little evidence on comprehensive behaviour change communication interventions is cited. Also: while the Prevention Guidance looks at the influence of alcohol on sexual behaviour, it does not look at the influence of other substances and drugs; overlapping risk behaviour (e.g. drug use and sex work) is not being addressed at all; and the Prevention Guidance stresses that transactional and intergenerational sex often go together, but it does not look at interventions where that is not the case.

· Evidence on prevention programmes for young people is provided and the Prevention Guidance recognises that some young people are more vulnerable to HIV than others, but it cites almost exclusively evidence on school-based prevention interventions that have demonstrated to be ineffective in reaching young people most at risk of HIV infection. The latter, including adolescents, are not addressed at all, even though there is a growing evidence base on working with adolescents and young people most at risk.

· Community-level interventions are dealt with in one small paragraph and appear to focus primarily on interventions within a local community. Evidence on interventions driven by communities most affected by HIV, including communities of most-at-risk populations, is not provided. The evidence given in this paragraph looks only at campaigns mobilising local communities and a few specific activities, such as community-based dramas and locally-based media programmes. 

· The Prevention Guidance explores evidence on structural factors influencing behaviour and rightly stresses that the evidence base is limited. However, the list of factors and corresponding evidence presented is far from exhaustive. For instance factors such as migration and mobility are not highlighted, or social protection, among others. There is also no reference to the few tested tools that are available for evaluating specific structural interventions, for instance the stigma index for PLWH. 

· Generally, it is noteworthy that biomedical interventions feature foremost in the Prevention Guidance. The same goes for young people, as compared to most-at-risk populations and people living with HIV.


Further note that PEPFAR gives greatest weight to interventions that have demonstrated specific impact on HIV incidence. The Prevention Guidance notes that interventions with behavioural outcomes and other biological outcomes are important, as the outcomes indicate that the interventions might avert HIV infections, though they do not demonstrate impact. According to the Prevention Guidance, studies that assess risk and protective behaviour, particularly among young people, are often unreliable due to a social desirability bias in self-reported behaviour. However, that does not mean that PEPFAR is only funding prevention interventions with proven impact. The last chapter of the Prevention Guidance (chapter 5.1), where activities are categorised, stresses clearly that PEPFAR country teams need to find an optimal balance in funding prevention activities, and that there is a need to also support other interventions, for instance innovations and critical enablers (see below for more information). 

To guide PEPFAR country teams in prioritising prevention interventions and achieve an optimal portfolio, the Prevention Guidance presents a framework (see p. 49). The categories in this framework include both interventions focused on sexual prevention, and those focused on other modes of transmission, and each category includes all three components of combination prevention: behavioural, biomedical and structural. The categories in the framework are:

1. Overarching elements 
Treatment coverage and addressing behaviour

2. HIV testing and counselling 
Routine opt-out in clinical settings and testing in non-clinical settings

3. Foundations 
Blood safety, universal precautions, programmes for youth, and post-exposure prophylaxis

4. Core interventions 
Prevention of mother-to-child transmission, comprehensive voluntary medical male circumcision programmes (VMMC), comprehensive condom programmes, comprehensive programmes for most-at-risk populations (MARPs), comprehensive programmes for people living with HIV (PLWH)/Positive Health, Dignity and Prevention (PHDP)

5. Critical enablers 
Create gateways to HIV prevention services, support successful scale-up, and create enabling environments to maximise impact, e.g. by addressing sexually transmitted infections (STIs), gender-based violence (GBV), structural constraints, and stigma reduction

6. Innovations with evaluation
Development and evaluations of promising interventions that require further evaluations, e.g. innovative structural approaches, standalone behavioural programmes, economic strengthening.

Consistent with the Prevention Guidance, a range of factors (such as available evidence, investments by other donors, etc.) will influence the decision by PEPFAR where and how much to invest. However, the large majority of prevention funding shall go to core interventions. 

This framework uses similar categories to the new Investment Framework
 that was published in June 2011 in the Lancet. It also uses the same term: ‘critical enablers’, but does not provide specific descriptions of who these are.  
Note: For us in the Alliance it is critical to be clear about our role and contributions in the various categories. For instance are we playing a role and contribute to: 

· Overarching elements: community-based prevention interventions address behaviour at individual, community, service and policy level. We may be less involved in providing and scaling up treatment services, but we often contribute to treatment through adherence support, among other support activities.

· HIV testing and counselling:  in some contexts CBOs can and do offer voluntary HIV testing and counselling (VCT) in non-clinical settings (e.g. via mobile clinics). In other contexts, where it is impossible to provide medical services via non-clinical settings, we play for example a critical role in increasing access, particularly of key populations, to VCT, and contribute to the development of adequate counselling protocols.

·  Foundations: we may advocate for blood safety and universal precautions in clinical settings and CBOs like the Alliance CBOs are often running prevention programmes for out-of-school youth.  
· Core interventions: with regard to PMTCT and VMMC, our role and contributions usually centre around prevention activities, such as advocacy to remove service access barriers; service promotion, especially among key populations, to increase access to these services; (peer) counselling as an integral part of the service, among others.  Many, and in some countries, all of the programmes for MARPs, are designed and implemented by community-based organisations (CBOs) including the Alliance CBOs. Similar for programmes for PLWH/PHDP. And all of the behavioural prevention programmes that we implement include condom promotion.

· Critical enablers: in a programmatic framework, critical enablers are typically an integral component of core prevention programmes. This is because, it is impossible to run an effective PMTCT service for instance if no gateways to this service have been created by those with access to the relevant communities (usually CBOs).  Creating an enabling environment to maximise impact is also a crucial element of core prevention programmes, particularly for MARPs, who face many service access barriers created by harmful laws, policies, stigma, etc.

· Innovations with evaluation: the Alliance has always been known for being innovative in designing promising prevention interventions, in particular for key populations. More efforts need to go into evaluating such innovative interventions rigorously, especially structural approaches (e.g. the results of our advocacy for rights protection). 
Note that this may not be the most useful framework for planning and programming prevention interventions, given for example the overlaps between categories (see e.g.: critical enablers and core interventions). However, in future PEPFAR proposals on prevention, it may be useful to refer to the terms used in the framework, while continuing to use logical planning and programming frameworks.
At the end of the Prevention Guidance a step-by-step ‘pathway’ is provided for PEPFAR country teams on how to define the continuum of response by population and geography (see pp.49-50) and a table (see p. 51) that gives examples to PEPFAR country teams of how to apply prevention priorities across different epidemic types. 

The planning ‘pathway’ may be of particular interest to organisations in the Alliance that are grant-managing. It includes three steps:
· Step 1: Review and validate the “Four Knows” data 

· Step 2: Define packages of interventions 
(includes some helpful questions concerning the “who” (targeting), the “what” (interventions that work), the “how” (delivery) and the “how much” (cost optimisation))

· Step 3: Prioritise.

The Appendix of the Prevention Guidance looks at HIV prevention within the US Global Health Initiative, regarding the connection of prevention interventions to the broader country continuum of response (beyond HIV and AIDS). PEPFAR funded prevention programmes are asked to identify and utilise opportunities for synergy and collaboration with other United States Government funded activities. Specific focus areas are: 

1. Malaria

2. Maternal, neonatal and child health (PEPFAR guidance, see at: http://www.pepfar.gov/guidance/pmtct/158785.htm)

3. Family planning.
The Appendix stresses that evidence also suggests vast opportunities for HIV prevention across other development sectors (e.g. economic strengthening and agriculture), but that many of these areas need further research. As an example a recent study conducted in Malawi is given that examined the short-term impact of cash transfers which are directly targeted at adolescent girls and found a decrease in risky sexual behaviour and improved HIV-related health outcomes. Note that the long-term impact was not studied, and that the study had several limitations. Thus, the findings need to be considered with caution, and there is indeed a need for more research on effective interventions to strengthen the economic situation of people most affected by HIV.

Concluding, the Prevention Guidance is a useful document for the Alliance, as it sets out what and how PEPFAR country teams shall prioritise in prevention in the coming years and thus what we need to consider when preparing US proposals on prevention of sexual HIV transmission. It provides a relatively comprehensive overview of critical prevention interventions and the levels of evidence available for each. It also emphasises intervention packages for populations most at risk of HIV – our prevention core business – and acknowledges the importance of so-called ‘critical enablers’ – which is a key area of focus for the Alliance and its CBOs in the overall prevention response. 
In addition to the Prevention Guidance, there are a number of other technical PEPFAR Guidances which were released earlier this year: on combination HIV prevention for men who have sex with men (http://www.pepfar.gov/documents/organization/164010.pdf), on comprehensive HIV prevention for people who inject drugs (http://www.pepfar.gov/documents/organization/144970.pdf) and on the integration of PMTCT and Maternal, Newborn and Child Health (http://www.pepfar.gov/documents/organization/158963.pdf). All of these PEPFAR Guidance documents together are important for us to consider when preparing US proposals on prevention.  

Table 1: Summary of combination prevention interventions and their levels of evidence
 as described in the Prevention Guidance
	I. Biomedical interventions
pp.16-30
	Evidence
	Programme implementation

	I.1 Male condoms
p. 16-17
	· Demonstrable population-level effect among MARPs and in heterosexual serodiscordant partnerships

· Demonstrated HIV risk reduction from both men to women and from women to men 

· Has shown to also reduce the risk for other STIs, for Human Papilloma Virus (HPV)-related diseases (e.g. cervical cancer)  and to mitigate the adverse consequences of infection with HPV

· Demonstrated to prevents unintended pregnancy

Requirements: 

· Consistent and correct condom use 

· Use of condoms of high quality (safety, efficacy)
	· Key component of all prevention strategies + the increased access to ART creates the need and the opportunity for accelerated condom promotion

· There is the need to increase availability (including elimination of stock-outs and improving supply chain management, distribution, and programming) and to improve knowledge, acceptability, and demand taking into account the possible lack of power to negotiate condom use

	I.2 Female condoms

p. 17-18
	· Shown to be an effective barrier to semen and viruses – comparable effectiveness to male condoms

· Demonstrated prevention of HIV, other STIs, and unintended pregnancy

· Has shown to increase the proportion of protected sex acts, is widely acceptable and a realistic alternative 

· Efficacy during receptive anal intercourse still unknown 

· Some evidence demonstrating that providing a choice of condoms successfully increased acceptability

Requirements: 

· Consistent and correct condom use

·  Use of condoms of high quality (safety, efficacy) – second generation FC2 has been approved

Note: Only female-initiated method currently available, even though men can also initiate use
	No specific guidance provided

	I.3 Voluntary medical male circumcision

p. 19-21
	· Shown to reduce men’s risk of HIV acquisition by 50-60%. Follow-up study indicated that protective effect increased to 68%

· Cost-effective in high-prevalence areas. WHO/UNAIDS: promote VMMC in settings where circumcision rates are low and HIV prevalence is high. Greatest public health benefit: prioritising circumcision for young males (aged 12-30 years), and men thought to be at higher risk (e.g. men in discordant couples or being treated for STIs). Circumcision of newborn babies: long-term strategy

· Strong evidence on prevention of infections of men in penile-vaginal intercourse, but not in penile-anal intercourse

· Inconclusive data on efficacy of circumcising MSM – question whether worthwhile for MSM who also engage in sex with women

·  Still insufficient evidence that the procedure reduces HIV risk of women, though: may have indirect benefit accruing over time according to impact models

· Promising data that it helps to protect women from contracting HPV and thus helps prevent cervical cancer

Requirements: 

· Well-trained practitioners working in sanitary conditions

· Informed consent and confidentiality

· Avoidance of any form of coercion

· Recommended that men abstain from sex for 6 weeks following circumcision (until proper healing occurs) 

· Awareness and behaviour change communication campaigns wherein political and social leaders promote VMMC
	· Where services are provided, they must be part of the overall HIV prevention package, along VCT, STI treatment, safer sex promotion (counselling of men and their sexual partners to prevent them developing a false sense of security), provision of condoms (including instructions on how to use them)

· Programmes must give consideration to access and cost, as well as cultural, ethical, and religious factors that can hinder implementation

· PEPFAR will support: rapidly deployable, high-volume service delivery approaches that are self-contained, time-limited, independently staffed, fairly mobile, and use implementation models for optimising volume and efficiently: such models already exist in Kenya, Tanzania, Swaziland, South Africa

	I.4 HIV testing and counselling (HTC) 

p. 21-24
	· Available data demonstrate low proportions of people who have ever been tested and 

know their status or that of their partners, and that approaches to HTC differ in ability to reach specific populations (e.g. MARPs, pregnant women, TB patients)

· Mixed evidence on the interventions’ direct impact on HIV incidence

· Clear evidence though on increase in knowledge of HIV sero-status, and linkages to other services (critical for access to effective services for those who test HIV negative and those who test HIV positive)

· Inconclusive data on positive impact on behaviour change, but couples-based or individual HTC with partner testing has shown to assist in identifying serodiscordant couples, in promoting disclosure and preventive behaviours

Requirements:

· Appropriate pre-test information and post-test risk-reduction counselling and linkages to services based on sero-status

· Linkages with appropriate follow-up HIV treatment, care and support, and prevention services

· Evidence shows that supply chain challenges with HTC test kits can be a critical barrier and need to be addressed

· Range of settings and approaches available for HTC delivery – all having potential to reach different population segments:

· Provider-initiated

· Outreach or community-based

· Traditional stand-alone sites

· Mobile and home-based sites
	· Emphasis must be placed on linkages and referrals, as the strength of linkages will fundamentally impact the effectiveness of any HTC programming. Assuming efficient linkages from HTC to proven prevention interventions programmes, 80% population coverage will likely be required for HTC among high-burden populations to realise population-level impacts

· Services have to be implemented according to international and national minimum standards and guidelines

	I.5 Diagnosis and treatment of STIs

p. 24-26
	· Available data show that STIs, including those that are asymptomatic, increase susceptibility to HIV infection two- to five-fold and lead to higher HIV loads in the genital secretions of individuals living with HIV, thus increasing the chance of infecting the sexual partner. Susceptibility to HIV acquisition is also increased through genital ulcers, and onward transmission is associated with HIV viral spikes

· Data have not demonstrated a decline in HIV incidence as a result of STI treatment

· However: targeting HIV prevention and testing to populations with STIs remains key (due to risk of co-infection, acute HIV infection => greater risk of transmission) and the many co-benefits and synergies in treating STIs among people who are co-infected: delaying HIV progression; ensuring optimal HIV care; providing entry point for other prevention and care services


	· PEPFAR’s support for STI control for HIV prevention is dependent on the type of epidemic (concentrated or generalised), For further information, see p. 25 of the Prevention Guidance

	I.6 Antiretroviral drug (ARV)-based prevention
	· Growing evidence: ART of PLWH has an added prevention benefit
	· Treatment of HIV and prevention of HIV must be seen as elements of a single continuum and deployed together

	I.6.1 Post-exposure prophylaxis (PEP)

p. 26-27
	· Shown to work, but impact on population-level transmission = minimal

· Resources required to implement = modest

· WHO/CDC guidance available
	No specific guidance provided

	I.6.1.1 Occupational (e.g. among health workers)
	· Strong evidence that a short course of ARVs started within 72 hours after exposure effectively reduces HIV transmission rates following needle stick exposure to HIV-infected blood
	No specific guidance provided

	I.6.1.2 Non-occupational (e.g. sexual assault)
	· Efficacy of PEP due to ethical reasons: not definitely determined, but available data indicate efficacy
	· PEPFAR stresses the need to include PEP as part of the package of services for women and men who experience sexual violence (in addition to providing them with access to psychosocial and legal services, and proper referral systems)

	I.6.2 Treatment as prevention

p. 27-28
	· ART for the HIV-positive partner is associated with both reduced viral load and reduced risk of transmission within serodiscordant partnerships, potentially by over 90% (was confirmed in randomized trial: HPTN 052 in HIV serodiscordant couples where the HIV-positive partner had a CD4 count between 350 and 550 cells/μL. Immediate initiation of ART showed a 96% reduction in risk of transmission)

· Note: WHO will provide normative guidance. Guidance for programming from PEPFAR will follow
	· Programmes should consider: treatment to all HIV-positive partners who are in known discordant relationships and have  CD4 counts of 350/mm3 or lower

· Serodiscordant couples are considered high priority for treatment and early identification through routine HIV testing programmes and linkages of PLWH to prevention, care, and treatment services



	I.6.3 Pre-exposure prophylaxis (PrEP)

p. 28-30
	· Ongoing research on the protective effects of pre-exposure oral or topical (i.e. microbicide) agents on HIV acquisition. Some promising results in studies among women at high risk, HIV-negative MSM, and serodiscordant couples 

· PrEP intervention await further trials, normative guidance and approval before they can be implemented – likely to be available in 2013 according to the Prevention Guidance
	

	II. Behavioural interventions 

p. 30-36

	· Seek to promote a range of behavioural objectives. PEPFAR’s authorization: abstinence, delay of sexual debut, monogamy, fidelity, and partner reduction 

· Evidence suggests that impact is highest on behaviour if:

· Target population and communities are involved

· Based upon formative research

· Guided by behavioural theory

· Audiences are segmented into meaningful subgroups

· Feature pretested messages that move beyond delivery of factual information and include salient emotional appeals

· Channels are utilised that can effectively reach the target audience

· Harmonised or mutually reinforcing messages are communicated through multiple channels

· Robust evaluation designs are used 

· Evidence further demonstrates that community-based approaches addressing social norms are essential to reducing intergenerational and transactional sex, multiple partnering, early sexual debut and alcohol-driven infections. These interventions require dialogue and community problem-solving, and advocacy. Interventions focusing on individual behaviour change alone have shown to be insufficient

· Gender transformative programmes seen as holding promise
	· Addressing behaviour should be part of all prevention interventions, including biomedical ones, according to the Prevention Guidance

	II.1 Standalone interventions seeking to minimize sexual risk behaviours or increase protective ones


	· Evidence exists on the effectiveness of the different channels of communication used and the content of the messages given
	

	II.1.1 Channels of communication
	
	

	II.1.1.1 Mass media

p. 30-31
	· Small, but positive effects demonstrated on knowledge, risk perception, self-efficacy, self-reported positive behavioural outcomes (e.g. increase in condom use, utilisation of services). Durability of these effects = unknown

· Data suggest: mass media interventions are most effective when used to facilitate advocacy; promote branded products and programmes; and as part of a combination prevention approach
	No specific guidance provided

	II.1.1.2 Community-level interventions

p. 31
	· Community mobilisation campaigns have demonstrated to increase uptake of HTC in serodiscordant couples and youth

· Other, specific community-based prevention activities have also shown to: increase HTC utilisation and condom use (community-based drama), and impact on social norms, including perceptions of PLWH (locally-based media programmes)

· Evidence further shows that geographic reach is often limited, but effective community-based activities generally provide good results at a low cost per beneficiary

· Duration of effects achieved via community-level interventions = unknown

· Most effective interventions: focused explicitly on community norms; developed key opinion leaders with abilities and desire to diffuse messages widely; facilitated support systems and networks
	No specific guidance provided

	II.1.1.3 Interpersonal communication Interpersonal communication and counselling: person-to-person or small group interaction and exchange

p. 31-32
	· Data shows that exposure is significantly associated with increased knowledge and condom use

· Peer education has demonstrated some success in changing community attitudes and norms

· These interventions have demonstrated the ability to reach hard-to-reach populations in a cost-effective manner

· They may have important secondary or indirect effects through the diffusion of messages through social networks
	No specific guidance provided

	II.1.2 Focus of messages

p. 32-35
	
	

	II.1.2.1 Multiple partnerships

p. 32
	· Evidence points to a significant decline in the proportion of men and women reporting multiple partners, followed by population-level declines in HIV infection. 

· Behavioural interventions utilising various communication channels have had a demonstrable impact on reducing numbers of sexual partners in numerous populations, including MSM, adult men and women, and young people

· Research on the effectiveness of concurrency reduction interventions still underway. Rigorous monitoring and evaluation of interventions required
	No specific guidance provided

	II.1.2.2 Intergenerational and transactional sex

p. 33
	· Evidence that those two are closely related in many settings and both are driven by economic needs/wants, and deeply-entrenched norms (supporting age differences in partners and male dominance). Data shows that they contribute to heightened risk

· Note: the Prevention Guidance cites no evidence regarding the effectiveness of interventions targeting people in intergenerational sexual relationships and engaged in transactional sex
	No specific guidance provided

	II.1.2.3 Age of sexual debut

p. 33
	· Increased mean age of sexual debut thought to be one contributing factor in HIV decline in some epidemics in sub-Saharan Africa (MEASURE Evaluation Project, 2003)

· FHI’s 2003 multi-country study on interventions promoting abstinence, fewer partners, and condom use is also being quoted as successful to produce increases of up to one year in mean age of sexual debut

· Evidence shows that curriculum-based, adult-led sexuality education programmes has been shown to impact sexual behaviour among young adults, as well as the promotion and delivery of youth-friendly health services, and multi-channel communication programmes involving broader community structures and stakeholders that explicitly address key issues of concern to young people

· Note: no evidence is provided on the effectiveness of prevention interventions for out-of-school youth; the Prevention Guidance only mentions that opportunities for working with them should also be identified
	· Need to be integrated with broader sexuality education programmes and started early with age-appropriate messages that are repeated over time

	II.1.2.4 Alcohol use

p. 33
	· Some evidence that it plays a critical role in sexual risk behaviour. Linked to increased risk of HIV and STI infection, gender-based violence, and non-adherence to ART

· No  evidence exists that prevention interventions reliably reduce alcohol consumption in low-resource settings
	· Need to include messages and referral information in existing prevention programmes and address settings such as bars and other venues where alcohol is sold

	II.2 Supportive interventions seeking to optimise biomedical interventions by creating demand for services and improve adherence and aftercare

p. 35-36
	
	

	II.2.1 Creating demand for services

p. 35-36
	· Evidence that sexual behaviour change communication interventions can create demand for biomedical prevention approaches: for HTC and VMMC = only anecdotal evidence thus far, and associated also with discussing HIV, which is associated with HIV testing. There is a need, as evidence demonstrates, to ensure that demand does not outstrip supply, making joint planning between suppliers and those helping to create demand critical
	No specific guidance provided

	II.2.2 Improving adherence and aftercare through client education

p. 36
	· Some evidence on both, adherence and aftercare. Also, emphasis on open and effective client-provider communication, increased treatment literacy. A combination of training, provider job aids and client materials and mass media, as well as procedures (e.g. counselling procedures for VMMCT) and activities targeting clients’ partners and caregivers have proven useful

· New media applications including SMS reminders and virtual buddy systems hold promise 

· VMMC counselling and client education has not been well evaluated to date. Requires further research 

· The Prevention Guidance notes that VMMC client counselling and education may offer an entry point for discussion also of gender-related issues
	No specific guidance provided

	III. Structural supports for sexual prevention

p. 36-38
	· Small evidence base – requires further research
	No specific guidance provided

	III.1 Legal and policy reform

p. 36-37
	· Some evidence cited off issues relating to MSM, sex workers and people who inject drugs (importance of good policies, as well as their enforcement, and some countermeasures)
	· Activities will be funded that support sound legal and policy reform, as appropriate, to ensure fair access to HIV prevention and treatment services for all people and protect those affected by HIV/AIDS. Seen as especially critical for MARPs. Stresses that support will also be provided to civil society, in particular organisations of PLWH

	III.1.1 Reducing stigma and discrimination against PLWH and marginalised groups

p. 37
	· Some evidence cited that identifies stigma and discrimination as significant barriers to increasing demand, to accessing services, and to implement effective prevention programmes.  The evidence also describes efforts needed to overcome the obstacles

· Seen as a cross-cutting issue
	· Programmes should incorporate stigma-reduction components into all activities

· Specific programmes to address stigma and discrimination at the community and national level may also be funded, because they create a safe space for peer-peer interactions that serve as a referral mechanisms to the entire continuum of response for HIV and other health services

	III.1.2 Gender inequality and gender-based violence

p. 37
	· Some evidence (WHO Gender integration Toolkit, 2009) cited demonstrating that gender inequality and gender-based violence contribute to HIV transmission, and a tool for improving the responsiveness to women’s needs

· Seen as a cross-cutting issue
	· Gender dynamics must be taken into consideration in all programmes

· Programmes addressing directly harmful gender norms and gender-based violence may be funded too

	III.1.3 Economic empowerment and other multi-sectoral approaches

p. 37-38
	· Substantial evidence that economic insecurity is often a critical factor in shaping risk behaviour

· The Prevention Guidance does not cite any evidence on effective interventions 
	· Support will be provided to well-targeted and carefully monitored economic empowerment programmes for populations at risk

· Programmes must give consideration to linkages between HIV programmes and economic empowerment programmes already funded by PEPFAR and others

· Synergies should also be utilised with programmes for orphans and vulnerable children and food and nutrition programmes (integration of HIV prevention). Operations research will be critical in these efforts

	III.1.4 Education

p. 38
	· Evidence that education is associated with a delay in having sex and that sustained school attendance is correlated with lower rates of HIV infection

· The Prevention Guidance does not cite any evidence on effective interventions
	· No direct support of school attendance programmes

· PEPFAR will support programmes that strengthen/refine existing education programmes to enhance their protective effect on HIV transmission

	IV. Prevention packages for specific populations

p. 39-45
	
	

	IV.1 Comprehensive package for most-at-risk populations

p. 39-40
	· Substantial evidence on the effectiveness of a core set of interventions for populations at high risk of HIV, including sex workers, MSM and people who inject drugs. However: lack of bio-behavioural data for MARPs and need for a stronger link between strategic information and prevention activities to develop data-driven programmes

· PEPFAR refers to its own guidance for MSM and People who inject drugs for further evidence and information
. Note: there is no PEPFAR Guidance on sex workers

· Package described in the Prevention Guidance:
Basic package
· Risk reduction, including partner reduction

· Counselling

· Condom, condom-compatible lubricants and skills building

· HIV and STI screening and treatment

· HIV care and treatment

· Comprehensive services for PLWH


Comprehensive package

· Linkages to psychosocial support services

· Legal services

· Positive Health, Dignity and Prevention programmes

· Economic strengthening projects

· Prevention, diagnosis, and treatment of TB

· Family planning and reproductive health services

· Other appropriate services

Also: the importance of an enabling environment is stressed and interventions to protect rights, including the review of policies and regulations that crease service access barriers, including training for service providers + the Prevention Guidance stresses the need to involve MARPs in programme design, implementation, and evaluation 
	· Support will be provided to scaling up of a minimum core set of interventions adapted for different sub-groups especially vulnerable to HIV





	IV.2 Positive health, dignity and prevention (PHDP): prevention for PLWH

p. 40-42
	· Evidence supports PHDP interventions for reducing sexual risk behaviour (including multiple partnering), STI incidence, and unintended pregnancies while providing opportunities for counselling and support for safer pregnancy options if children are desired. Couples counselling has shown to increase the uptake of PMTCT interventions among pregnant women living with HIV in antenatal clinics

· Evidence also demonstrated that these interventions can be effectively delivered by health care providers, counsellors/social workers, and lay or peer counsellors in both clinic and community settings

· Impact models further suggest the cost-effectiveness of these interventions

· The Prevention Guidance describes a minimum set of services and messages (p. 41) 

· Note: Guidelines of WHO (2008) and CDC (2003) on the integration of prevention for PLWH in both clinic and community settings. PHDP policy framework (GNP+ and UNAIDS, 2009).
	· Programmes need to include both behavioural and biomedical interventions aimed at reducing morbidity and mortality and reducing the risk of HIV transmission to sexual partners and infants



	IV.3 Prevention interventions for young people

p. 42-45
	· Generally, there is a need to build the evidence on youth prevention

· Evidence shows that early age of sexual debut puts young people at an increased risk of HIV acquisition and that changes in the following behavioural trends can be achieved: delay in sexual initiation among boys and girls; reduction of partners; increase in condom use

· More data are needed to understand the associations between prevention efforts, behavioural change, and change in HIV prevalence/incidence among young people. The data available is inconclusive

· Research has identified the most promising types of interventions among young people in:

· Schools: programmes should be curriculum-based, adult-led interventions that take into consideration contextual factors.
However, evidence on the impact of school-based interventions on biological outcomes suggests that these interventions may not be sufficient to reduce the risk of HIV, other STIs, or early pregnancies

· Clinical settings: programmes should include training of service providers, making facilities more youth-friendly, activities in the community with or without involvement of other sectors to link or refer young people to health services). 
Most promising: VMMC, condom use and HTC, but note: evidence on delivery models to maximise access and use of remains incomplete

· Geographically-defined communities to achieve improvements (at least) in reported sexual behaviour and/or biological outcomes. 
Note: these interventions are considered most difficult to evaluate, but intervention types targeting the community as a whole were most effective

· Note: the Prevention Guidance recognises that not all, but some young people are particularly vulnerable to HIV infection due to social, cultural, economic, and biological reasons 
	No specific guidance provided


� For PEPFAR guidance on prevention of mother-to-child transmission, see: �HYPERLINK "http://www.pepfar.gov/guidance/pmtct/158785.htm"�http://www.pepfar.gov/guidance/pmtct/158785.htm�, and on prevention of HIV transmission among people who inject drugs, see:  �HYPERLINK "http://www.pepfar.gov/guidance/combinationprevention/combprevidu/index.htm"�http://www.pepfar.gov/guidance/combinationprevention/combprevidu/index.htm�. Both topics have not been included into the Prevention Guidance. 


� For the Alliance Technical Update on combination prevention, see: �HYPERLINK "http://www.aidsalliance.org/Publicationsdetails.aspx?Id=90519"�http://www.aidsalliance.org/Publicationsdetails.aspx?Id=90519�. 


� Incidence means the proportion of people who have become newly infected with HIV during a speciﬁc period of time.


�For a copy of the Alliance Prevention Policy, see: �HYPERLINK "http://www.aidsalliance.org/includes/Publication/Prevention-Position-Paper.pdf"�http://www.aidsalliance.org/includes/Publication/Prevention-Position-Paper.pdf�. 


� For a copy of the Alliance Good Practice HIV Programming Standards, see: �HYPERLINK "http://www.aidsalliance.org/includes/Publication/GP-standards-English.pdf"�http://www.aidsalliance.org/includes/Publication/GP-standards-English.pdf�. 


� UNAIDS (2008). Know Your Epidemic, Know Your Response. UNAIDS HIV Prevention Toolkit. Accessible at: �HYPERLINK "http://hivpreventiontoolkit.unaids.org/Knowledge_Epidemic.aspx"�http://hivpreventiontoolkit.unaids.org/Knowledge_Epidemic.aspx�. 


�For more information, see: �HYPERLINK "http://www.aidsalliance.org/includes/Publication/VfM-the-Alliance-approach-Dec-10.pdf"�http://www.aidsalliance.org/includes/Publication/VfM-the-Alliance-approach-Dec-10.pdf� and �HYPERLINK "http://www.aidsalliance.org/includes/Publication/SROI%20Zambia.pdf"�http://www.aidsalliance.org/includes/Publication/SROI%20Zambia.pdf�, or speak to the Planning & Learning team of the Alliance Secretariat. 


� Note that the importance of this approach is also reflected in the report of the Secretary-General of the United Nations General Assembly that was released in March 2011. For a copy, see: �HYPERLINK "http://www.unaids.org/en/media/unaids/contentassets/documents/document/2011/20110331_SG_report_en.pdf"�http://www.unaids.org/en/media/unaids/contentassets/documents/document/2011/20110331_SG_report_en.pdf�/.     


� See the Alliance Strategy, p.16: �HYPERLINK "http://www.aidsalliance.org/includes/Publication/2012-Alliance-strategic-framework.pdf"�http://www.aidsalliance.org/includes/Publication/2012-Alliance-strategic-framework.pdf�. 


� For more information, see e.g.: �HYPERLINK "http://www.unfpa.org/webdav/site/global/shared/iattyp/docs/finalreport_iatt_meeting2009.pdf"�http://www.unfpa.org/webdav/site/global/shared/iattyp/docs/finalreport_iatt_meeting2009.pdf�. 


� For a copy of the Alliance Strategy, see: �HYPERLINK "http://www.aidsalliance.org/includes/Publication/2012-Alliance-strategic-framework.pdf"�http://www.aidsalliance.org/includes/Publication/2012-Alliance-strategic-framework.pdf�.


� See more information, see: �HYPERLINK "http://www.pepfar.gov/documents/organization/157942.pdf"�http://www.pepfar.gov/documents/organization/157942.pdf�. 


� For more information on the Investment Framework, see: �HYPERLINK "http://www.aidsalliance.org/NewsDetails.aspx?Id=291015"�http://www.aidsalliance.org/NewsDetails.aspx?Id=291015�. 


� For references, see pp. 16-45 of the Prevention Guidance. For each intervention, the appropriate page numbers are provided in the table below


� Accessible at: �HYPERLINK "http://www.pepfar.gov/guidance/combinationprevention/combprevidu/index.htm"�http://www.pepfar.gov/guidance/combinationprevention/combprevidu/index.htm�.
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