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Introduction

With less than half of the 15-year Sustainable Development Goal (SDG) agenda remaining, progress toward the goal of ensuring healthy lives and promoting wellbeing for all has slowed, stalled, and in some cases reversed. UNAIDS has targets of 95% of people at risk of human immunodeficiency virus (HIV) infection using appropriate, prioritized, person-centered and effective combination prevention options and 95% of women of reproductive age having their HIV and sexual and reproductive health service needs met by 2025 (1). However, in 2021, there were 1.5 million new HIV infections, far from the 2025 target of 370,000 (2); 121 million unintended pregnancies, nearly half of all pregnancies globally (3); and 374 million new infections with one of four curable sexually transmitted infections (STIs) (4), compounding the risk of HIV acquisition. Most of this burden is borne by low- and middle-income countries (L/MICs). The COVID-19 pandemic pushed progress further off-track. For example, an estimated 12 million women were unable to access family planning services due to the pandemic, resulting in 1.4 million unintended pregnancies (5). With additional factors such as climate change driving migration and conflict, and the cost-of-living crisis constraining budgets, there is even greater need for streamlined services and improved, affordable technologies to meet diverse health needs across different contexts (6).

Novel forms of multipurpose prevention technologies (MPTs) are a game-changing innovation for the simultaneous prevention of unintended pregnancy, HIV, and/or STIs. By addressing multiple health needs at once, MPTs have the potential to better meet the needs of the populations they seek to serve and accelerate progress toward global goals. However, technological innovation alone is insufficient to achieve global impact. Addressing timely and equitable access is key for novel technologies to reach populations in need and realize their full potential. There is an opportunity to learn from other technologies that have emerged in recent decades. On average, it has taken eight to ten years for HIV medicines approved by the United States Food and Drug Administration (US FDA) to become accessible in L/MICs (7). With the urgent need to accelerate progress toward SDG31 (8), we cannot afford preventable mortality and morbidity caused by this lag in access.



E2E approach to access in L/MICs

An end-to-end (E2E) approach in the context of addressing health innovations aligns relevant stakeholders across sectors, including product developers, generic manufacturers, funders, regulators, health agencies, governments and communities, on a common strategy to bring a product from research and development to uptake and adoption by communities (Figure 1). An E2E approach has a holistic view of the actions and commitments necessary to facilitate equitable access and must be initiated at the earliest stages of product development. Waiting until products reach the market to plan for equitable access often leaves it too late to address the root causes of high prices and slow commercialization in L/MICs (7). The full potential of any given MPT can best be realized if an E2E approach is taken to ensure the conditions to achieve equitable access are established rapidly—including in advance of products being available—and in a sustainable manner.
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FIGURE 1
Planning an E2E approach.


An E2E approach goes beyond advancing products in pipeline and looks ahead at the roadmap to suitable, affordable and quality supply for accelerated introduction and adoption. This approach prevents and removes potential roadblocks associated with intellectual property, facilitates timely regulatory approvals; anticipates supply pathways; coordinates with country stakeholders for integration into guidelines; and maximizes the engagement of affected communities (6). The following sections outline key considerations for an E2E approach for MPTs, divided into the phases before, during and after regulatory approval.

Figure 1 is a linear depiction of the steps required, however in practice many of these steps overlap to expedite timelines.


Pre-regulatory approval

The research and development phase for MPTs is a critical time for developers to consider end-user preferences and to chart a product's access pathways to ensure the final product will be both acceptable and accessible to all who could benefit. Investors will similarly need to prioritize which products to support based on end-user preferences and access profiles. User preferences vary widely, however some studies have shown a general preference for discreet and familiar provider-administered long-acting products, such as injectables and implants (9). That said, as one MPT will not meet the needs or preferences of all potential users, this prioritization needs to be balanced with the objective of having a range of MPTs available to enable choice. Condoms are the only MPT currently available, and while they have been and continue to be pivotal in the global agenda to prevent HIV, STI, and unintended pregnancy, they do not meet the preferences of all potential users. This speaks to the need to have a range of different MPTs available, and to establish feedback mechanisms from users to inform the design of future products.

Identifying and mitigating potential barriers to access for end-users, such as affordability and availability, also needs to be initiated by product developers and those financing these innovations in parallel with research and development efforts. The complexity of combining active pharmaceutical ingredients and the technologies involved in MPTs may imply cost differences with the standard-of-care products they aim to replace, especially for formulations with extended release, and may also limit the number and location of manufacturers able to produce them (9). Cost-effectiveness estimates and potential impact need to be considered from early stages to inform which MPTs in the pipeline are prioritized, and developers may need to be incentivized by global health funders to investigate cost-reduction strategies. Global health funders can play an important role by embedding access terms, such as sharing of intellectual property, into funding agreements for research and development or considering market shaping support, such as guaranteeing minimum volumes of procurement in early introduction phases (see Box 1).


Box 1
Long-acting contraceptives have demonstrated the potential for partnerships to catalyze a healthy market for L/MIC access.
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Box 2
Lessons learned from delayed access to HIV treatment and prevention.
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In order to have rapid introduction and scale up once approved, both supply and demand side strategies need to be considered including policy and implementation guidance (see Box 2). MPTs will break the mold of the silos that healthcare systems typically operate in. Supply chains for family planning and HIV commodities are currently disconnected, and financing and procurement streams are typically separated by governments and donors as well. Establishing the budget, procurement mechanisms, and supply and delivery pathways for MPTs will require collaboration among diverse stakeholders, including industry, governments, global health funders, and procurement agencies. This will have major implications for the scope of responsibilities of health departments as MPTs become available, ranging from monitoring and evaluation to health provider training. In addition to the adaptations country health systems will need to make to integrate MPTs, country-specific efforts will also be required to obtain national market authorization and guidelines for sustainable implementation in national programs. Implementation research in early adopter countries will play a critical role in generating real-world evidence to inform recommendations at the national and international level and enable broader scale up. In parallel with research, MPT awareness-raising by and with policymakers, medical associations and advocates through convenings, publications and interest group formations can accelerate uptake once products achieve government commitment to scale (9).




Discussion

Meaningful innovation requires more than new and improved products; it also necessitates finding novel strategies to collaborate and overcome barriers to equitable access for products to have global impact (6). This article highlights the need for a range of stakeholders to collaboratively address product and market characteristics, such as affordability, supply capacity, intellectual property, regulatory pathways, and ease of use, to enable prompt community adoption. While lessons can be learned from existing products, some considerations will be unique to MPTs and it is imperative that the global community align on how to address these and plan far in advance so that MPTs can reach L/MICs without delay once available. Platforms that bring together donors, agencies, governments, affected communities and advocates to ensure an accelerated, sustainable, and collaborative approach is taken to making MPTs equitably accessible will be essential. If planning to remove access barriers does not start early on, there will be a myriad of challenges impeding timely uptake and scale in L/MICs. As the pipeline of MPTs continues to grow and advance, now is the time to plan for an E2E approach to equitable access.
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2Note that while this resource refers to COVID-19 therapeutics, the mechanisms outlined to overcome intellectual property barriers can be applied to other products.
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The overlapping epidemics of HIV and unplanned pregnancy disproportionately affect adolescent girls and young women (AGYW) in sub-Saharan Africa. Prevailing dynamics driving benefits of any prevention method at the population level depend on: 1) population size, risk profile, and prevalence of method use, 2) method efficacy, and 3) method use-effectiveness. Adding a multi-purpose technology (MPT) to prevent HIV and pregnancy to this three-part equation results in scenarios that may enhance HIV population impact, even with methods that exhibit less than “perfect” method efficacy, by extending protection among existing users and attracting new users, resulting in greater population coverage. However, the interplay of epidemic drivers is complex and the greatest population benefit of such a MPT would be realized among those most at risk for HIV and pregnancy, and could be harmful if successful contraceptive users switch to a method with lower use–effectiveness. While MPTs are highly desired, and may offer considerable individual, population, and system-level public health benefits, there is no “magic bullet”, nor single prevention method–MPT or otherwise–that will end the HIV epidemic nor fully resolve unmet need for family planning. All methods have inherent tradeoffs and women have varied reproductive and HIV prevention needs across their life course. Key programmatic features to maximize the potential of MPTs include offering them among a range of safe and effective methods with comprehensive information about their features allowing women to make a fully-informed method choice. Programmatic follow-up should support consistent and correct use to maximize use-effectiveness, and then monitor for potential untoward effects.
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Introduction

Multipurpose prevention products (MPTs) under development include a range of delivery platforms such as rings, implants, injectables, films, enemas, and vaginal and rectal inserts for HIV, other sexually transmitted infections (STIs), and contraception (1,2). Currently, condoms are the only MPT available for protection against STIs, HIV, and pregnancy. Condom use is challenging, especially for adolescent girls and young women (AGYW) in sub-Saharan Africa (SSA) (3). Men's and women's desire for children, gender inequality, domestic violence, and stigma hinder agency for use. Warfare, corruption, poverty and competing morbidities create unstable backdrops for HIV prevention programming. Product development funding and product cost also present challenges. These prevailing societal norms and realities challenge introduction and use of any new prevention method. The majority of MPTs in development target HIV and pregnancy (1). Women's reproductive health and HIV are related, with HIV exacerbating the maternal mortality epidemic and mother-to-child transmission significantly contributing to the HIV epidemic in SSA (4). A biomedical MPT preventing HIV and pregnancy could have substantial health benefits for AGYW in SSA. The HIV epidemic disproportionately affects AGYW in SSA with 63% of incident infections occurring in females aged 15–24 (5). Further, across 30 SSA countries, the prevalence of unmet need for contraception is 27% among partnered AGYW aged 15–24, and 32% of pregnancies among women in SSA are unplanned (6,7).

A MPT for HIV and pregnancy–even one with less than perfect method efficacy for HIV prevention–holds potential for enhanced public health impact due to the interplay of three drivers of protection: 1) the population's size, risk profile, and method use prevalence; 2) method efficacy and; 3) method use-effectiveness. Adding MPTs for HIV and pregnancy to this three-part equation results in scenarios that may enhance HIV population impact. However, epidemic drivers are complex, and some MPT introduction scenarios for HIV and pregnancy may detract from net population benefit. The greatest potential population benefit and efficiencies for such a MPT would be realized among those most at risk for HIV and pregnancy.



Three drivers of population benefit

With respect to factors that public health practitioners can influence, drivers of population benefit involve the interplay of three broad elements (Figure 1). First are the population's size, risk profile (whether the group is epidemiologically at high risk for HIV and the total fertility rate), and prevalence of preventive method use in at-risk populations. Second is method efficacy which is the method's ability to prevent the outcome under ideal conditions, such as efficacy observed during pre-clinical challenges or in as-treated analyses in efficacy trials when a method is used consistently and correctly (8). Third, is use-effectiveness which is the effectiveness of a method realized under real-world conditions, where factors such as uptake and consistent and correct use influence the ultimate protection conferred (8).
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FIGURE 1
Drivers of population benefit.


A highly efficacious method only provides benefit if used consistently and correctly. A widely-used prevention method with only moderate method efficacy may still have population impact as was seen with the use of withdrawal (coitus interruptus) for contraception that contributed to the demographic shift in family size at the end of the 19th century (9). The interplay of method efficacy and user adherence, an element determining use-effectiveness, is demonstrated by the mixed findings of oral PrEP (TDF/FTC) to prevent HIV among women (10). High method efficacy alone is not sufficient to shift an epidemic. The role of the user, their risk profile, their access to methods, and ability to consistently and correctly use a method, are important drivers of protection. Long-acting cabotegravir (CAB-LA) has demonstrated high method efficacy for HIV prevention in clinical trial settings (11). Method efficacy for CAB- LA is derived from select women who met inclusion criteria, received reimbursements for study visits, and were cared for by proactive staff reminding them of injection visits. While many women in SSA state preferences for injectable HIV prevention (2), the use-effectiveness of CAB-LA to protect women from HIV under real-world scale-up is yet to be characterized. Further, at a population level, if new CAB-LA users are those migrating from successful daily oral PrEP use, population impacts on the HIV epidemic may be moderate if one method is simply supplanted for another without a net gain in prevention coverage for those at risk for HIV. The Catalyzing Access to New Prevention Products to Stop HIV (CATALYST) study, will evaluate a multi-product service-delivery platform offering daily oral PrEP, the monthly dapivirine ring, and CAB-LA at public clinics across five countries in southern and eastern Africa and will provide data on use-effectiveness of these single-indication methods and describe the programmatic impact of offering choice (12).



Three drivers + a MPT for HIV and pregnancy

Adding a MPT for HIV and pregnancy to this three-part equation may result in beneficial scenarios by adding new users with unmet need for both indications resulting in a net increase in population coverage, or by expanding protection for a second indication among existing users with unmet need. Increasing uptake for new users holds promise as MPTs are highly desired with 96% of women surveyed in SSA preferring HIV prevention products with multiple indications compared to a single-indication product (2). Preference for multiple over a single indication outweighed preference for type of delivery method (i.e., injectable, pill, implant, etc.) (2). Further, in a worldwide survey of method preference, women were most interested in products offering both HIV and pregnancy prevention (82%) compared with single indications for HIV (76%) or pregnancy only (64%) (13).

In both scenarios above–either attracting new users or expanding coverage to those with unmet need for a second indication–additional benefit is realized so long as the added coverage occurs among women at high risk for the outcomes as suggested by cost effectiveness modeling. Analyses scaling a MPT for HIV and pregnancy found pregnancy prevention would be cost effective if rolled out to women at high risk of HIV (e.g., serodiscordant couples, AGYW or female sex workers) but not to a general population of women (14,15). Notable was that a MPT for HIV and pregnancy was cost effective among populations at high risk for HIV even with HIV method efficacy ranging from 45% to 75% (15). Modeling of the dual prevention pill (DPP) found that scaling the DPP was sensitive to both risk of HIV in the population and adherence (e.g., use-effectiveness), where if adherence was low, the health risks from unintended pregnancy could outweigh the health benefit of HIV prevention (14).



MPT potential benefits and pitfalls for individual users and public health

Expanding protection for the dual outcomes of HIV and unplanned pregnancy would be especially beneficial among AGYW in SSA who are disproportionately at risk for HIV, have unmet contraceptive needs, and face well-established barriers to accessing sexual and reproductive health services (16). The availability of a MPT may ease how AGYW interface with the healthcare system by meeting dual health care needs with only one health encounter which may be less stigmatizing if focused on reproductive health compared with HIV prevention, and by reducing multiple disclosures about HIV and sexual activity (2, 17). Additionally, use-effectiveness for a HIV and pregnancy MPT may be enhanced if women are highly motivated to use the method consistently and correctly in order to avoid unplanned pregnancy as self-perceived risk for HIV is often inaccurate (18,19). However, there are potential pitfalls for a MPT highly dependent on adherence, such as the daily oral DPP. As per DPP cost-effectiveness modeling, expanded population coverage achieved could be outweighed by poor adherence and lowered use-effectiveness, as daily pill taking may be more challenging than using longer-acting methods (14). Since the average probability of conception is higher than HIV transmission, poor adherence to the daily oral DPP could be offset by unplanned pregnancy without necessarily increasing HIV protection.

The introduction of a MPT for HIV and pregnancy, especially among AGYW in SSA, has the potential to offer health dividends not just for the individual user by reducing HIV incidence and unplanned pregnancy in adolescence, but may also improve maternal and child health outcomes. Pregnancy in adolescent girls is associated with disproportionately high maternal mortality, low infant birth weight, severe neonatal outcomes, as well as decreased education and censored socioeconomic potential impacting the welfare of both mother and child (20).

A MPT for HIV and pregnancy may have the additive effect of streamlining and integrating service delivery for over-burdened providers and public health systems, a need which has long been noted (21–23). Most family planning and HIV clinics are overburdened and may not have capacity to provide separate but overlapping services yet several models for integrated care have been proposed (24,25). Integrated service delivery settings are associated with increased method uptake, enhanced client satisfaction, reduced HIV-related stigma, and may facilitate the involvement of men and improve joint decision making around protection (21, 23, 26). Yet, the development of a biomedical MPT for HIV and pregnancy will be challenging, as it requires meeting safety and efficacy thresholds for two indications while regulatory standards for a dual-indication product remain unclear (1, 27).



Discussion

Adolescent girls and young women who bear a disproportionate burden of HIV and unplanned pregnancy have much to gain from a MPT for HIV and pregnancy. While such MPTs are highly desired and have considerable potential for public health impact, like single-indication products, there is no single MPT, regardless of method efficacy level, that alone, will stem the twin epidemics of HIV and unplanned pregnancy. The most effective method is the one that gets used consistently and correctly. While continued efforts should focus on developing MPTs offering high method efficacy for intended indications, a MPT for pregnancy and HIV, even with limited method efficacy, has the potential to have significant epidemic impact if used among those at high risk for HIV. Further, women need a range of prevention methods that can be varied across their lifetime, given that values, preferences, needs and risks vary across the life course. The contraceptive field has shown that offering a choice of methods, even with a range of method efficacy, lessens the burden of unmet need for family planning because values and preferences of users are varied (28). Contraceptive method decision-making is influenced by a variety of factors beyond efficacy including reproductive health events, relationship status, partner approval, childbearing desires, and societal norms which all affect the ultimate ability to adopt and use a method. Key programmatic features that would maximize the potential of MPTs include offering MPT as part of a range of safe and effective contraceptive and HIV prevention methods with full information about their features such as indications addressed (single, dual, multiple), method efficacy, use-effectiveness, mechanism of action, potential side effects, return to fertility, duration, and respectful support in how to use. This would allow women to make a truly informed method choice. Offering an array of both single and dual methods for contraception and HIV and ensuring providers have strong integrated counseling guidelines and training may mitigate against pitfalls, such as inducing women to switch to a less-effective MPT. A method array that includes multiple and single indications, locally-acting and systemic products, as well as on-demand, medium-, and long-acting methods is necessary to address women's complex and evolving needs.

USAID is investing in the development of an array of biomedical HIV prevention products for AGYW, and a few of these products are being developed as MPTs for HIV and pregnancy. Additionally, many USAID service delivery initiatives are underway to streamline and decentralize HIV services in high HIV-burden countries. In the short term, USAID supports moving to integrated care models for sexual and reproductive health, including moving more services into primary care, which is important for sustaining and simplifying service delivery. In the absence of MPTs available for implementation, additional testing of co-delivery models providing existing HIV and pregnancy prevention methods (e.g., the administration of injectable CAB-LA along with contraception) are needed given the promising association that integrated service delivery has on dual method use. In the longer term, sustained investments to make safe, effective, acceptable, and scalable MPTs a reality should continue.
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There is strong global need for the development of Multipurpose Prevention Technologies (MPTs) that prevent HIV, pregnancy, and/or other sexually transmitted infections (STIs). However, despite decades of research focused on the development of MPTs, numerous research gaps remain, contributing to reproductive health disparities. This commentary will highlight biomedical, socio-behavioral, and implementation science gaps in MPT research. Biomedical gaps and barriers include limited dosage forms, challenges around drug selection and stable coformulation of multiple drugs, and an unclear regulatory pathway. Behavioral, social, and structural gaps include lack of research around MPT preferences for some subgroups of potential end users, lack of knowledge around whether MPTs improve uptake, adherence, and persistence vs. separate products, and a need to further understand how social and cultural factors might impact MPT interest and use. Gaps in implementation science research will need to be addressed to better understand how to implement MPTs to maximize effectiveness and benefit. This commentary will also identify opportunities for integrating biomedical and behavioral science around MPTs.
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Introduction

Globally, increasing reproductive health options for women will address health disparities and further opportunities to address gender inequality. There is an unmet need for contraception among women, and concurrently, an unmet need for prevention of HIV and/or other sexually transmitted infections (STIs) among women. The HIV prevention landscape has been transformed with FDA approval of Truvada (TDF/FTC) as oral PrEP in 2012, Apretude (CAB-LA) as long-acting injectable PrEP in 2021, and more recently with approval of the dapivirine intravaginal ring in several countries in Eastern and Southern Africa. Indeed, the development of Multipurpose Prevention Technologies (MPTs) to prevent pregnancy, HIV, and/or other STIs is an opportunity for collaborative and innovative efforts among product developers, regulatory bodies, biomedical researchers, behavioral and implementation scientists, and most importantly, end users. Although advancements in both contraception and HIV/STI prevention methods offer potential platforms for MPTs, significant barriers persist that impact their real-world effectiveness. In this commentary, current advances in MPTs are briefly summarized and challenges, gaps and further research directions are identified.



Biomedical gaps and development challenges for MPTs


Selection of drugs and dosage forms, co-formulation of multiple drugs, and product scale-up/manufacture

The pace of MPT development has trailed that of non-vaccine biomedical HIV prevention with biomedical gaps and development challenges that include a limited number of drug choices, concerns around drug potency and drug loads that impact long-acting formulations, the physiochemical compatibility of co-formulating multiple drugs, the potential for drug-drug interactions, and challenges around scale-up and manufacture of novel dosage forms (i.e., formulation delivery platforms). In fact, these challenges have impacted development of MPTs with activity against HIV or non-HIV STIs, in combination with contraception, since multiple drugs are required. As a result, there are fewer innovative dosage forms in late clinical testing (oral pills and vaginal gels) compared to more innovative dosage forms in early clinical testing (intravaginal rings and fast dissolving inserts) or preclinical development (vaginal films, implants, and microarray patches).

Approved drugs are typically used to expedite the drug development process and rapidly advance a formulation into early clinical testing. A majority of MPT products in development contain licensed or approved antiretroviral drugs (ARVs) for HIV in combination with licensed contraceptives (1, 2). However, there are MPTs in development for non-HIV STIs that contain antivirals specific for HSV (TFV, TAF, and acyclovir) or broad-spectrum agents (Yaso-Gel, VivaGel, and Q-Griffithsin) with activity against both bacterial (gonorrhea and chlamydia) and viral (HPV and HSV) pathogens (2). The two most advanced products in clinical testing are Dual Prevention Pills (DPPs): a daily oral capsule containing two pills, TDF/FTC pill + LNG/EE pill (3), and a daily bilayer oral tablet containing TDF/FTC and LNG/EE (4). Despite their potential for rapidly taking an MPT to market, these DPPs may not represent the ideal MPT given their large size and possible issues around adherence to a daily capsule or tablet.

Several novel MPT dosage forms in development have their own unique challenges. More potent drugs are often required for long-acting formulations (e.g., IVRs, implants, and patches) to ensure drug loads that will deliver sustained concentrations over longer periods of times (i.e., weeks to months or longer) with minimal delivery volumes (5). Most current drugs are not potent enough to ensure minimal volumes and sizes that are acceptable to end users. As a result, product developers are now using prodrug chemical modifications (e.g., drug-polymer conjugates) to modulate physiochemical and pharmacokinetic (PK) properties or novel drug delivery platforms (e.g., biodegradable hydrogel depots) as approaches to address drug potency and control extended drug release (5, 6). It remains to be determined whether these approaches will result in viable next generation MPTs that deliver multiple drugs over longer periods.

While diverse preferences have driven a range of contraceptive types, dissatisfaction with current contraceptives indicates that there is considerable room for new and improved products (7). There is a need for more discreet options with fewer sides effects, including non-hormonal options and long-acting formulations (7). There will likely be a more complex regulatory pathway for new drugs or alternative contraceptive technologies to be considered for MPTs when these are used in combination with other licensed drugs.

It can be difficult to combine multiple drugs into a single product formulation that can deliver stable, sustained release of each drug and maintain the PK/therapeutic targets over extended periods – particularly when drugs have different physiochemical properties. While in vitro systems and animal studies are often used to assess and evaluate prototype formulations, there are no universally accepted protocols for evaluating novel drug delivery platforms in in vitro release studies (8) or relevant animal models, particularly those that assess vaginal products (9). The potential for drug-drug interactions should not be underestimated – particularly when certain drugs are known to induce metabolizing enzymes that could result in increased hormone metabolism – thus possibly impacting contraceptive effectiveness (8). MPT developers will need to consider multiple approaches to address these challenges and generate preclinical data that is acceptable to regulatory authorities and informative for early clinical testing.

As product developers focus on more novel drug delivery platforms (next generation IVRs, implants, and microarray patches), there may be challenges around transfer and scale-up of these MPT products due to limitations in current manufacturing processes. Technological considerations should be considered early in the drug development pathway to ensure viable end products by identifying and overcoming potential downstream issues related to material choices, drug compatibility, drug loading, and controlled release parameters (8).



Unclear US regulatory pathway

The MPT community has benefitted from increased communication between funding bodies, multidisciplinary conversations between basic, clinical and socio-behavioral scientists, and increased collaborative engagement from the FDA to clarify regulatory requirements (10). Despite improvements, a clear path to FDA approval remains elusive and, in looking at the global landscape, many of the same challenges are likely to impact regulatory approval of MPTs outside the US. Young Holt et al. offer a primer for regulatory considerations amidst a strategic path forward for the field (11, 12), and Hemmerling et al. outline many of the unique regulatory hurdles faced by MPT developers (10). Although the FDA has drafted new bioequivalence guidance, knowledge gaps remain, including whether bioequivalence will be a suitable surrogate for efficacy studies.

Ethical quandaries can arise when working with vulnerable populations and testing experimental contraceptives. For example, effective contraceptive use is often a requirement of HIV trials, yet cessation of contraception is needed to assess the contraceptive indication of a new combination product (13). Combining two unrelated indications into a single trial requires a design that may be prohibitively complicated. Thus, some developers may choose to seek approval for a single indication while gathering exploratory data and then repeat the approval process for an additional indication, but there are drawbacks to this approach (increased time and money).

Another gap lies between the discovery of new products and translating them into a clinical success. While an IND/IDE represents an early milestone in the product development journey, it is never too early to consider the target market, ideal product attributes, and engage experts in a regulatory strategy. The potential high profits of the US market are often the focus of product development yet, for MPTs, early efforts to include a strategy for introducing a product to the global market will be beneficial, including a consideration for applying to the WHO Prequalification of Medicines Programme (PQP)1. Increased collaboration is key for the success of MPTs, as they have the potential to benefit countless users worldwide.

Several briefs authored over a decade ago are still relevant today for MPT developers seeking regulatory perspectives. Romano et al. (14) propose scenarios based on FDA guidance that illustrate nonclinical testing needs, regulatory considerations, and routes toward approval. While the FDA has since issued clarifying documents for combination products (defined by 21 CFR 3.2e2), many principles discussed remain true, including the reminder that the journey for each pharmaceutical product will be different. Concrete answers to generalized questions on MPT guidance are likely unobtainable, so adaptability to a changing landscape is key. The road map at the outset will not be what is in the rearview mirror at the end. Brady and Park (15) provided a guide to key regulatory documents from FDA, EMA and ICH, which are still relevant even though guidance such as Principles of Premarket Pathways for Combination Products3 (FDA) and Clinical Development of Fixed Combination Medicinal Products4 (EMA) have been added.

Brady (16) noted that the uncertainty of the regulatory environment for MPTs disincentivizes investment and thus advancement, but the potential impact of these products is too important to forgo. From 2018 to 2022, biomedical research funding provided by the NIH eclipsed any other funder for HIV, HPV, and other STIs (17). During this same period, the NIH remained one of the top two funders for research on contraception and development of contraceptive-containing MPTs (17). However, even with this investment, the NIH alone is not equipped to usher products from discovery to market. With the vast array of products in the current pipeline (2) and the aforementioned underinvestment in this area, public-private partnerships and other funding sources are imperative for MPTs to succeed.

FDA decisions and guidance, such as primary mode of action (PMOA) for combination products, may be simplified if a product exists for comparison, but until then primary jurisdiction for premarket review and regulation of a combination product will be assigned based on an algorithm (21 CFR 3.45) (18). Once several different MPTs are established, MPT advancement will be enabled by the path elucidated by these trailblazing products. Until then, the FDA urges developers to have conversations via request for designation (RFD) or pre-RFD avenues. In fact, a unifying theme for the information available about MPT regulatory matters and combination products is communication, including but not limited to requests for clarification and conversations to fill knowledge gaps with regulatory agencies as soon as possible during development and often thereafter. Hopefully, developers will continue to communicate lessons learned while navigating the regulatory environment (see: MPT Regulatory Pathways: Case Studies from MPT Product Developers6), so the long sought-after MPT regulatory road map can be created collectively.




Socio-behavioral gaps


Preferred MPT characteristics

Both women and men are highly interested in novel MPTs and indicate they would prefer a combined product over separate methods for the prevention of HIV, STIs, and/or pregnancy (19, 20, 21). The only MPTs currently available are male and female condoms, which protect against pregnancy, HIV, and other STIs. However, there are numerous barriers to condom use, including concerns over loss of pleasure, stigma, and concern that condoms signal a lack of trust in the relationship; additional barriers to use of the female condom include concerns about the size, lack of partner acceptance, and difficulty with insertion (22, 23, 24). Despite the ease of a single medication for both purposes, fertility desires and perception of HIV/STI risk may change over time, and users may no longer desire one of the MPT indications. Research is needed to understand how preferences for MPT use change over time, and how switching from an MPT to a single indication product (and vice versa) can be supported.

Behavioral science research has begun to identify the preferred characteristics of an MPT, which can help guide MPT developers in the types of products in which they invest development resources. There are three main lines of research from which we have learned about product preferences: qualitative interviews, often conducted after participation in early stage MPT trials, discrete choice surveys (a survey in which participants are presented with a pair of products that differ in their attributes and asked to choose which product they prefer, across multiple product pairs), and placebo studies.

Qualitative studies have found that factors such as discreetness, reversibility, longer duration of protection, and community acceptance are important characteristics of MPTs (25, 26, 27, 28). A discrete choice survey of couples conducted in Uganda and Zimbabwe investigated couple preferences for an MPT, as well as how individual preferences for an MPT differ from couple preferences. This study found that the combination of product form and dosing frequency was most important; other important attributes included side effects, changes to the vaginal environment, and changes in menstrual bleeding, although the importance of those attributes differed by country (19). For the majority of couples, either both members had similar individual preferences or, where individual preferences differed, there was equal decision-making around MPT preferences during a joint couple DCE (29). The TRIO study randomized women to a placebo MPT delivery form (injection, tablet, and ring) for one month for each form, and then allowed participants to choose one of these products for an additional two months. During the choice period, the majority chose injection, with no difference in the percentage choosing tablet and ring (30). In addition, mean ratings for how much one liked using the product increased after use (31).

While these findings may help product developers better understand end-user preferences, there are still several socio-behavioral research gaps that may help inform the path forward for MPT development. First, partners have been infrequently included in MPT preference research. Although for some users MPT choice may be an independent decision, with a preference for products that can be used discreetly without partner knowledge, for other users MPT use and preferences may be decided on as a couple. Understanding which users make decisions about MPTs on their own vs. as a couple, and how these decisions are jointly made, is an important research gap. Second, although there are data on MPT preferences, additional research is needed to better understand whether preferences differ over time and across subgroups of women. For example, preferences may differ across adolescents vs. older women of reproductive age, women in long-term relationships vs. those not in a relationship, during breastfeeding, or those in rural vs. urban areas, where easy access to a health facility and product storage may be important considerations. Developmental, social, and cultural considerations may also influence product preferences and should be addressed, particularly given concerns around community acceptability (26) and differing preference findings by country (19, 30). Another aspect of MPT preference not well studied is how potential differential rates of effectiveness for HIV/STI prevention and contraception may impact product preferences. Providers are another type of MPT end user, and their preferences in prescribing MPTs over separate methods is not well-studied.

Research could also benefit from better integration of end user preferences as products are being developed. This integration of behavioral research alongside product development may be beneficial because it: (a) may help product developers better target resources towards developing products that people want and will ultimately use and persist on; and (b) allows for easier product modifications, as even minor changes to a product can be expensive and difficult to make once a product has received regulatory approval. Where possible, it may be important to allow user testing of prototypes, as perceptions of a product may change once a product is actually used (31). For example, the USAID-funded MATRIX project is using an innovative “Design to Delivery (D2D)7” approach to integrate end user and key influencer feedback into early stages of product development in an iterative way to inform product-related decisions.



Uptake, adherence, and persistence on MPTs

Even if an MPT is highly acceptable and includes preferred product attributes, it will be important to study whether there is indeed improved uptake, adherence and persistence over that for separate products (32). MPT adherence, the extent to which the product is used as intended, encompasses an understanding of timing of MPT use, dosage, consistency and duration of use (33). Another factor impacting adherence may be the level of discreteness or confidentiality an MPT affords over separate methods. Further, an MPT that includes a contraceptive purpose may help to reduce stigma associated with products that prevent only HIV/STIs, potentially additionally improving product uptake and adherence relative to HIV/STI prevention products. Interventions and/or tools to address adherence facilitators and barriers will also need to be built into research studies to optimize the effectiveness of MPTs. Such approaches could also be coupled with qualitative research to understand what product characteristics women, couples and providers like and dislike over time, as well as how to best discuss changing needs, to be informative for future generations of MPT product development.




Implementation science gaps


MPT implementation

Once an MPT has been developed and found to be effective, implementation science can help clinicians, program managers, and policy makers best understand how to implement the MPT to maximize product delivery and use. First, researchers can identify how to best help patients make informed choices about whether an MPT fits with their values, goals, and lifestyles, for example, through the development of shared decision-making tools (34) that can be used to guide patient-provider discussions. Once multiple MPTs are available, these shared decision-making tools can be expanded to help patients decide which, if any, MPT is the best option for them.

A key area for implementation science research will be to identify barriers and facilitators to implementation of an MPT and to develop implementation strategies that are feasible and effective. Identification of barriers and facilitators to implementation can be investigated through qualitative interviews or focus groups with end-users, including patients, providers, and policy makers. Some of this work can begin even without an available MPT; for example, interviews around barriers and facilitators can be conducted during clinical effectiveness trials. One major challenge for implementation will be to identify the best setting(s) in which to deliver MPTs, particularly for MPTs that address both pregnancy and STI/HIV prevention, as family planning providers may not be comfortable prescribing HIV prevention, and STI/HIV providers may not be comfortable prescribing contraception. Research is needed to understand barriers to product switching and product distribution in different settings; for example, STI/HIV providers may be willing to prescribe an MPT but may not be comfortable prescribing contraception only if someone wants to switch to a single use contraceptive product. Implementation science can help to understand the barriers to MPT delivery, can devise and test strategies to overcome these barriers, and can work with patients and providers to understand their preferences for MPT delivery settings, to ultimately inform the delivery of MPTs when available. Timely implementation research is important in the early stages of product roll out, to inform subsequent larger scale-up.




Discussion

MPTs hold strong promise for preventing HIV, other STIs, and pregnancy. However, several research gaps must be addressed to ensure MPTs can realize this potential. The development of combination products for multiple therapeutic indications has trailed behind other products as researchers grapple with co-formulating multiple drugs into innovative dosage forms while addressing potential drug-drug interactions and manufacturing challenges. Yet, the potential public health impact of overcoming these issues with innovative solutions is immense. Because blanket regulatory guidance does not exist, researchers and developers could consider the following steps: communicate with regulatory bodies, read regulatory guidance, think globally, consider the entire development pathway as early as possible, seek partners and collaborators, prepare for change, know the market, and communicate with the field. End-users have indicated a strong preference for prevention technologies with multiple indications. However, additional research on end-user preferences integrated into early product development is needed, including research focused on individuals, partners, and providers. Research is needed to understand MPT uptake, adherence, and persistence, as well as social factors that may impact these outcomes. Finally, implementation research is needed to understand barriers to implementation and to test strategies to overcome those barriers.
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Introduction: Multipurpose prevention technologies (MPTs) combining contraception with HIV prevention offer a promising solution to uptake and adherence challenges faced with oral pre-exposure prophylaxis (PrEP). The Dual Prevention Pill (DPP), which combines oral PrEP with an oral contraceptive pill (OCP), could address unmet need for family planning (FP) and HIV prevention. This study aimed to identify barriers and motivators for DPP uptake to inform the development of a DPP demand generation strategy and broader introduction efforts for MPTs.



Materials and methods: Qualitative, ethnographic research employing human-centered design techniques was conducted in Kenya, South Africa, and Zimbabwe. A research consortium conducted 45 immersions, 34 key informant interviews, and 12 friendship circles with potential end users, male romantic partners, healthcare providers (HCPs), and cultural commentators. Creative concepts were subsequently co-created and validated in workshops with end users, male partners, and HCPs.



Results: Four major themes emerged. Women struggled to balance personal motivations with societal expectations. Relationship goals strongly influenced sexual and reproductive health decisions, particularly related to financial security and social status. Negative experiences, such as untrustworthy partners, were significant triggers for OCP and PrEP use. Lastly, male partners were concerned about the DPP upending gender norms but held more positive individual attitudes. Five initial audience segments for the DPP were identified: women seeking enjoyment outside of their primary relationship; new mothers adhering to social norms; women wanting to maintain romantic relationships; women at risk of unintended pregnancy; and women with unfaithful partners. Segments informed the development of three communication themes, with the preferred route highlighting the DPP as a tool to prepare for life's unpredictability.



Discussion: To effectively generate demand for the DPP, several strategies should be considered. Connecting with women's diverse identities and goals and celebrating their individuality is crucial. Linking the DPP to relationship goals reframes it as a means to protect relationships rather than a risk. Leveraging negative triggers through targeted media campaigns empowers women to take control of their sexual health during challenging moments. A balance in channel placement is necessary to raise public awareness while using more discrete channels for potentially controversial messages with male partners and wider communities.
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1. Introduction

HIV and unintended pregnancies continue to pose significant challenges for women of reproductive age, particularly in sub-Saharan Africa, with a notable unmet need for effective prevention options. In 2021, women and girls accounted for 63% of all new HIV infections, with 82% of these infections occurring among adolescent girls and young women (AGYW) aged 15–24 (1). Furthermore, there is a persistent challenge of unmet need for family planning among women of reproductive age in sub-Saharan Africa, with an estimated 24.2% of married or in-union women having an unmet need for modern contraception (2). Among AGYW globally, younger AGYW (15–19 years old) exhibit higher levels of unmet need compared to older AGYW (20–24 years old) (3).

Over the past decade, several biomedical HIV prevention modalities have become available, including tenofovir-based oral pre-exposure prophylaxis (PrEP), the dapivirine vaginal ring (PrEP ring), and injectable cabotegravir (CAB for PrEP). Studies such as the TRIO (Tablets, Ring, Injections as Options) study in Kenya and South Africa and the CUPID study in Uganda and Zimbabwe have found that participants would prefer a combined product for HIV and pregnancy prevention over separate products (4, 5). Discrete choice experiments have also shown higher demand for multipurpose prevention technologies (MPTs) among women interested in HIV prevention compared to single-indication products (6).

MPTs that combine contraception and HIV prevention have the potential to address the challenges of uptake, adherence, and societal stigma seen with oral PrEP (7, 8). The Dual Prevention Pill (DPP), which combines oral PrEP and an oral contraceptive pill (OCP) in a single, co-formulated, daily pill, is the MPT closest to market. The first-generation DPP will have a 28-day regimen with 21 combination PrEP/OCP tablets and 7 PrEP-only tablets, which maintain protection against HIV while allowing for monthly bleeding (Figure 1). The DPP, as the first MPT containing PrEP, could help address the unmet need for family planning and increase oral PrEP use, thereby reducing the risk of HIV infection (9). Moreover, the development and rollout of the DPP will lay the groundwork for future MPT options in the research pipeline (10). As the number of biomedical PrEP modalities increases, it is critical to understand the individual-level drivers and barriers to PrEP uptake, as well as the factors influencing decision-making in this context (11). Lessons from past demand generation efforts for HIV prevention and family planning have shown that increasing awareness and understanding of new product options alone is not sufficient to drive uptake and sustained use. Additional strategies are required to address barriers and shape attitudes towards prevention. Demand creation for PrEP should recognize the individual, interpersonal, sociocultural, and structural factors that contribute to decision-making on sexual health, and be grounded in a socio-ecological model that considers end users and their relationships to people, organizations, and their community (12). Lessons from oral PrEP rollout highlight the need to create appealing and easy-to-use products tailored to people's stated concerns and desires and to build a supportive environment in which users can make decisions (13). Engaging key influencers, such as male partners, families, peers, community, and healthcare providers (HCPs), is critical to promoting HIV prevention products for women and girls (14). Finally, empowering communities through participatory approaches and involving them in the design and implementation of demand generation strategies can improve acceptability and uptake of sexual and reproductive health (SRH) products and services (15). A successful demand generation strategy for the DPP will employ a layered approach to increase general awareness, mobilize communities, and provide support to clients and HCPs at the point of care. Employing successful approaches that include research, audience segementation, and human-centered design (HCD) can ensure that demand generation for the DPP is evidence-based, contextually relevant, and responsive to the diverse needs of the target population.
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FIGURE 1
First-generation DPP tablets.




2. Materials and methods


2.1. Primary research


2.1.1. Research design

AVAC and M&C Saatchi World Services led a consortium to undertake qualitative HCD research in Kenya, South Africa, and Zimbabwe from April to July 2022 to uncover potential barriers and motivators to uptake of the DPP. To inform the design of primary research, the study team first conducted a desk review of available literature to surface findings and evidence gaps. The desk review included 25 articles of 750 screened, a quantitative re-analysis of DHS datasets, and an analysis of social media conversations on key terms including birth control, contraceptives, and relationships in the three key markets using Brandwatch (16), to understand the following questions:


	1.What are the values, day-to-day lives, and lifestyles of end users, and how might these be leveraged to encourage uptake of the DPP?

	2.What are the opportunities and occasions in end users’ lives where the DPP brand can drive relevance?

	3.Where are end users having conversations about SRH and which channels will penetrate in these locations?

	4.What is the end user’s network of influence and how does this network influence decisions around sex, relationships, and SRH?

	5.Which products do current OCP and oral PrEP users access, purchase, or use alongside OCP and/or oral PrEP, and what opportunities could these afford for DPP marketing?



Subsequently, the primary research aimed to fill gaps and deepen the field's understanding of the key learning questions. Participants were recruited using convenience sampling based on target audience profiles, leveraging venues in selected localities where these audiences were likely to convene within the context of study parameters (e.g., healthcare facilities, community centers). The recruitment sample included women aged 20–40 who were current OCP users, current oral PrEP users, and non-users of OCP, oral PrEP, and long-acting reversible contraceptives (LARCs). Men recruited were all in a current relationship with a woman and reflected a mix of attitudes toward the acceptability of PrEP and contraceptive use by female partners. HCPs recruited were currently providing contraception and/or HIV prevention services and represented a cross-section of cadres, including doctors, nurses, pharmacists, and providers working for non-governmental organizations (NGOs). Cultural commentators were selected for their ability to provide insights on trends, nuances, and idiosyncrasies that define how sex, relationships, and SRH are conceptualized and discussed in their local cultural contexts.

One urban and one rural location was selected in each country. Regions and provinces were shortlisted based on where the Total Addressable Market for Contraception (TAMC) for women ages 15–49 constituted a relatively large proportion of the population, and had a relatively high HIV prevalence rate for women ages 15–49 (17). These locations were reviewed by the study team to identify preferred regions and provinces, after which local field research teams recommended specific districts to conduct the research based on whether the area was a DREAMS district (PEPFAR-funded public-private partnership aimed at reducing rates of HIV among AGYW in the highest HIV burden countries) and other logistical factors.

Research was guided by an ethnographic approach to build trust and understanding between researchers and participants through repeat engagements in the field and the pursuit of a holistic understanding of participants within their cultural contexts. Because implicit motivational drivers of decision-making are not always conscious (18), a research approach that aimed to draw out responses deeper than surface level was preferred. The ethnographic process was conducted in two 3–4-hour long sessions with each participant, which provided participants space to reflect on their responses without the time pressures often associated with a single-session research process. Because research participants often struggle to have open conversations about sex, relationships, and SRH, owing to the oftentimes sensitive and private nature of these subjects, within each session, researchers employed a variety of HCD exercises designed to facilitate these discussions and ensure that all insights were grounded in an empathetic understanding of the lived realities of participants. Institutional Review Board (IRB) approval was obtained in Kenya, South Africa, and Zimbabwe. The ethnographic participant then became the lead participant in the friendship circles, comprising friends with whom the lead participant was comfortable engaging on SRH conversations. This provided an additional layer of emotional and psychological comfort during the potentially sensitive conversation.



2.1.2. Data collection

A total of 45 ethnographic immersions, 34 key informant interviews (KIIs), and 12 friendship circles were conducted across the three countries (Table 1). In each country, ethnographic immersions were conducted with 13 potential end users and two male romantic partners; intimate group discussions were held with two male and two female friendship circles; and KIIs were conducted with eight HCPs. In addition, KIIs were conducted with three cultural commentators in Kenya and South Africa, respectively, and four in Zimbabwe.


TABLE 1 Primary research sample and methods per country.
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Fieldwork was conducted by 1–2 lead ethnographers in each country. Three HCD research tools were employed:


	•Social network mapping was used to investigate who male and female immersion participants would seek advice from (and who they would avoid) in different scenarios, in order to understand who influences them and their level of trust in different people in their networks. Participants were invited to arrange cards representing different people in their social network on a map of concentric circles. Proximity to the center of the map correlated with how trusted that person was in a given scenario: the closer to the center, the more trusted and likely that the participant would be to seek advice from them.

	•Journey mapping was used to understand how participants came to use oral PrEP and/or OCP and their experiences using the product. The exercise explored triggers that led participants to consider and ultimately decide to use the product; experiences at different points on their journey; sources of information (people, HCPs, and media) used throughout their journey; and the places visited at different points in their journey. Participants were provided with a journey template and a set of prompt cards to populate the template. These prompt cards required the researcher (or the participant, depending on literacy level) to write descriptions on the cards of what happened and how they felt at each stage of the journey and arrange them in a visual representation on the map.

	•Mini-Me was used to explore the personal values and relationship goals of male and female participants. Participants were provided with a template on which to draw and annotate themselves (their ‘mini-me’) and their partner. Researchers asked questions to encourage participants to capture their personal values, aspirations, roles, and responsibilities, as well as the values and roles they wished for their ideal partner.



All ethnographic sessions were recorded with digital audio recorders and transcribed into English where relevant, with appropriate permissions. Photographs were taken to capture visual data relevant to the research with permission from participants, including the final outputs from each HCD exercise. In addition, local researchers kept field notes that recorded their key findings and insights. KIIs were conducted in English using semi-structured discussion guides designed for HCPs and cultural commentators, respectively.



2.1.3. Data analysis

To maximize opportunities for the analysis process and benefit from the expertise and experience of field researchers, a series of data download sessions were convened. These sessions, led by the lead researcher, were attended by field researchers in each country and members of the study team. Three download sessions were conducted per country: one following initial pilot immersions, one mid-way through fieldwork, and one once all fieldwork was completed. During each session, field researchers provided an overview of the key findings emerging from the research. These findings were interrogated in an open discussion to identify implications for the rollout of the DPP, as well as considerations and recommendations for demand generation and marketing strategies. Each session lasted 2–3 hours; and was conducted via Zoom. Where permission was granted, photos were shared with the study team for further analysis.

Field researchers documented the final outputs from each HCD exercise through photographs. Responses to the Social Network Mapping exercises were transcribed to identify patterns in positioning of different influencers based on each scenario. HCD journeys were sorted based on their trigger points, and common themes were analyzed from the results. Values expressed in the Mini-Me responses were manually coded and analyzed.



2.1.4. Development of user personas and journeys

Based on the primary research findings, a total of five user journeys and personas were created. The study team initiated a rapid analysis of the values and aspirations of male and female immersion participants to gain insights into their key motivators and values. This analysis aimed to explore how these factors intersected with their SRH goals. The data utilized for this analysis included information derived from the ‘Mini-Me’ exercises and conversations with participants regarding their personal values.

Subsequently, the study team examined the barriers to the uptake and sustained use of SRH products that were reported at different stages of the research process. These barriers were identified through a combination of methods, including a desk review, discussions with male and female participants, HCPs, and cultural commentators, as well as social network mapping and user journey exercises.

To categorize the user journeys effectively, trigger moments for product entry were considered (Table 2). Additionally, a user journey matrix was developed to ensure that the final set of journeys encompassed the diverse data collected across nine dimensions (Table 3). Finally, each user journey was associated with a persona. The personas were created to highlight the most prevalent entry points, drivers, and barriers within specific categories. These personas provide valuable insights that can be leveraged in demand generation communications.


TABLE 2 User journey sorting.
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TABLE 3 User journey matrix.
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2.2. Co-creation and validation

Based on insights obtained from the desk review and primary research, the study team took three creative routes for DPP demand generation into the field beginning in September 2022, with the aim of refining and contextualizing the creative routes for localized appeal and relevance. In Kenya, South Africa, and Zimbabwe, respectively, seven co-creation workshops were conducted with current OCP/PrEP end users (×2), end users with an unmet need for HIV prevention/family planning (×2), male romantic partners (×2), and HCPs (×1). In each market, four workshops were held in urban locations and three workshops were held in rural locations (Table 4).


TABLE 4 Co-creation workshops recruitment sample.
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During the co-creation workshops, the three creative approaches were tested using visual identities that would be incorporated into various communication materials. Elements tested included campaign taglines and creative concepts (messaging and imagery) adaptable to different audiences. The results from the co-creation workshops helped narrow down the focus to a single creative approach for the DPP.

Following the co-creation fieldwork, revised creative stimulus was developed for the selected route, building out a range of scenarios, positioning, imagery, and messaging. The subsequent validation workshops comprised four sessions in each market: two sessions with end users (current OCP/PrEP users and non-OCP/PrEP users) in one urban and one rural location; one session with male romantic partners in an urban location; and one session with HCPs in an urban location (Table 5). This validation phase was convened to assess the likeability, relevance, persuasion, acceptance, believability, comprehension, and attractiveness of the stimuli. Workshop participants first completed individual questionnaires on stimulus preferences, then participated in a collective group discussion. HCPs had shorter sessions due to fewer executions but were prompted to discuss potential tools for increasing clients’ adherence to a daily pill. The study team then refined the stimulus based on findings from validation workshops.


TABLE 5 Validation workshops recruitment sample.
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3. Results


3.1. Primary research findings

Across audiences, four major insights emerged, which have significant implications for the DPP demand generation strategy.


	•When considering the hypothetical use of the DPP, women often find themselves grappling with different aspects of their identity and conflicting values. (Women were not offered the DPP to use as part of this research.) Societal stigma related to both PrEP and OCP meant that the DPP was frequently perceived as in conflict with societal expectations, limiting potential uptake even when the DPP was seen to support personal motivations.

	•Relationship goals exert a stronger influence on SRH decisions than health risks, particularly when they are linked to financial security and social status. Women prioritize maintaining stable, secure, and loving relationships with their partners and upholding family values.

	•Male romantic partners feel the DPP could threaten traditional gender norms, but hold more positive individual attitudes. While the prevailing view was that men would not be in favor of their own partners using the DPP, male romantic partners expressed generally supportive attitudes towards the DPP, saying that it was an innovation that could help address endemic issues of unintended pregnancy and HIV in their countries and communities.

	•Triggers for OCP and PrEP use for women were largely negative. Instances of partner infidelity, discovery of a partner’s secret HIV status, and other forms of untrustworthiness were significant factors motivating women to start using PrEP or OCP, and they strongly identified with the need to tackle risks beyond their control.




3.1.1. Women navigate a plurality of values and identities

Research found that male and female participants were driven by complex, diverse, and sometimes opposing sets of self-focused and community-focused values. Female participants, in particular, made decisions about SRH considering multiple values simultaneously, carefully weighing the benefits and risks of various SRH options in relation to their diverse goals.

Self-focused values revolve around personal development, achievements, pleasure, excitement, wealth, and prestige of the self. The most commonly expressed self-focused values by participants were (1) empowerment values, characterized by the pursuit of professional success and accompanying financial security, and (2) enjoyment values, encompassed by sexual pleasure, new experiences, and indulgence in “the finer things” in life. Female participants who highly valued empowerment were more likely to adopt prevention products like the DPP, seeing them as a means to protect their goals from being disrupted by HIV or unintended pregnancy. Younger participants were motivated by career and educational goals, while male participants tended to prioritize pleasure and enjoyment in their personal values and daily practices.

Across all three countries, both men and women emphasized the desire to comply with societal expectations through two community-focused values. (1) Religious and traditional values were especially important for Kenyan and Zimbabwean female participants, who underscored the importance of women dressing respectably and modestly, as well as rural male and female participants, who highly valued being prayerful, devout, and humble. Demonstrating (2) social status and respectability was important for women, who wanted to be seen as accomplished, well-groomed, fashionable, monogamous, married with children, and having a happy, successful husband. In all three countries, research participants commonly associated marriage with social status and viewed it as a marker of success for women. The performance of respectability led women to conceal their usage of SRH products out of fear of stigma from the community, and only discussed SRH with extremely close confidants. Given the importance of discretion to their public image, women often reported a preference for SRH products that could be used covertly, and viewed the DPP as offering a solution to social risks associated with condoms and oral PrEP.

Women reported performing a plurality of identities depending on the social context, such as presenting themselves as more respectable with family and in-laws, while adopting a more outgoing, pleasure-seeking identity among close friends. Female participants in South Africa exhibited greater evidence of enjoyment values, including sexual pleasure, and ascribed greater value to the social status associated with being in a successful relationship. In Kenya, the desire for social respectability was linked to the fear of moral sanctions, and women sought “empowerment in secret,” such as achieving equality in sexual relations. This was specifically linked to the awareness that a high proportion of male partners were unfaithful, and a desire to “get even” and find their own enjoyment outside of marriage or their primary relationship. In Zimbabwe, adherence to religious and traditional values took precedence for participants. Whereas male participants generally split their time between work and relaxation, female participants’ daily lives consisted predominantly of either working for income or taking care of domestic and family duties, with less opportunity for indulging in leisure activities.



3.1.2. Preserving romantic relationships is central to decision-making on SRH

The research found that women often depend on their relationships with male partners to fulfill various values that are important to them, particularly (1) relationship goals, which emphasize maintaining a stable, secure, and loving romantic relationship, and (2) family values, typified by family security, caring for children, and upholding a positive self-image and relationship with siblings and parents. As a result, women may be disinclined to discuss SRH issues with their partners or engage in practices that may upset them, fearing the potential loss of the benefits provided by the relationship. Female participants described their ideal partner as someone who serves as their personal protector, financial provider, and someone who will give them access to luxuries in life. These descriptions depict how women often depend on male partners to meet their basic security needs, and their desires for wealth and enjoyment. At times, participants and field researchers also highlighted the transactional nature of romantic relationships.

Participants tended to weigh “short-term” risks more heavily than “long-term” risks, for instance, prioritizing a threat to their relationship due to its perceived immediacy over health risks that are seen as longer-term and easier to discount. Preferences for SRH products were often based on which posed the least risks to their relationships. Some female participants reported agreeing to not use a condom because their male partner did not want to, even when the female participant knew the implications of this decision. Women reported keeping usage of PrEP and OCP secret from a partner or family member, some using a product only when required in order to avoid chances of detection. Decisions on SRH product use carried implications about fidelity, with one female participant in Kenya noting: “According to him, condoms should be used by those who do not trust each other and those that go outside [of the relationship].”

The practice of concealing SRH product use from male partners was observed among female OCP and PrEP users, and was especially widespread among PrEP users. Women commonly stored SRH products alongside beauty products and medicines in their homes, and decanted pills into a container of their own choosing, rather than leave them in the original packaging. They felt strongly that the DPP should be designed, packaged, and branded to resemble a contraceptive or a beauty product to minimize associations with oral PrEP and make it easier to conceal from male partners who are not supportive of use. HCPs, noting similar concerns from clients, saw potential for the DPP to alleviate the social and relationship pressures that limit women from taking PrEP as a standalone product; for example, by enabling clients to obtain the DPP at a family planning clinic. One HCP from Kenya stated, “…if they are taking one pill at the same time, for those who feel they want to hide because they are taking PrEP, it will be easier because they only have one pill to take and so ‘no one should know what I am taking.’” The DPP was thus widely perceived as a means for women to obtain HIV protection that posed less risk to their existing romantic relationship and their public image in the community and society at large.



3.1.3. Male partners felt the DPP could threaten gender norms, but held more positive individual attitudes

Male partners hold significant influence over SRH decisions and expressed concern that the DPP could threaten gender norms, particularly in rural locations. The majority of male participants said they would not support their own partners to use the DPP. By removing the risk that a woman may become pregnant or acquire HIV, some argued the DPP could enable women to “act like men” and be sexually adventurous with minimal risk of consequences. This in turn was expected to fuel fear and paranoia among men that their female partners might be using the DPP to be unfaithful to them.

Some male romantic partners saw a societal benefit in the DPP, viewing it as an innovation that could help address endemic issues of unintended pregnancy and HIV in their countries and communities. In a number of cases, male partner support for the DPP was caveated with a desire to be involved in DPP rollout, particularly in Kisumu, Kenya. The research indicated that male participants who were younger, urban, highly educated and had a higher socio-economic background would be most likely to support their female partners to use SRH products such as the DPP. Male participants belonging to higher socio-economic backgrounds expressed more progressive views around ensuring their female partner's independence. Urban male participants placed less emphasis on traditional and religious values in their relationships and held more positive individual attitudes towards the DPP. In Zimbabwe, male participants put the most emphasis on presenting as a leader and contributor within their communities. Evidence of positive deviancy highlights an opportunity for the DPP to identify and promote the minority of men who do support DPP uptake and adherence as role models for driving social change and acceptance of the DPP within their communities.



3.1.4. Negative triggers motivate product uptake

Most trigger moments for OCP and oral PrEP uptake were associated with negative emotions, and as such, women strongly identified with the type of person who is prepared to take on risks that are often outside their control. In particular, initiation of oral PrEP was motivated by experiences of untrustworthiness in their male romantic partners, with one Kenyan participant affirming, “I felt that since he started cheating, I have to protect myself.” Out of the 13 female oral PrEP users consulted for this research, 11 began using oral PrEP after suspecting or discovering that their partners were unfaithful, and one user initiated oral PrEP upon learning that her partner had kept their positive HIV status secret during their relationship.

In Kenya, partner infidelity prompted some women to start their own affairs as a form of retaliation (“tit for tat”), while in South Africa, some participants cited broader incidences of untrustworthiness, such as male partners cheating on HIV tests or spending their money on extramarital affairs. In Zimbabwe, some oral PrEP/OCP users perceived their relationships to be high-risk. More positive triggers to product entry that participants mentioned included delaying children, for example due to financial burden or focusing on their current child.



3.1.5. DPP user journey and personas

The research gathered strong evidence from female participants, HCPs, and cultural commentators indicating that women develop preconceptions and preferences for oral PrEP and OCP well before actually using the products (Figure 2). Female participants described forming a preference based on observing what close family members or friends were using, or because of what they had learned in school. Along the user journey, beliefs were entrenched by peer preference and online information (including social media), which also served as the main source of myths, stigma, and misinformation. Consequently, there was no evidence that female participants changed their minds about a particular product preference if it had been formed before the trigger moment, nor in response to a recommendation by an HCP prior to the moment of initiation. Instead, preferences for a given product tended only to change after the original trigger moment of uptake, such as in response to side effects, and HCPs played a more critical role in supporting adherence.
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FIGURE 2
Potential DPP user journey.


User journeys demonstrated a general upward trend in the emotional states of the female participants, especially after they had the opportunity to experiment with a product and concluded that it would be suitable for their needs. This decision was often made after side effects had subsided, signaling that the participant had found a product that would be feasibly used in the long term. One participant in Zimbabwe described, “I started feeling comfortable after using PrEP for a year with me using it and going to get tested over and over again. That is when I concluded that my pills were working.”

These findings demonstrate the need to build DPP awareness and relevance among women prior to trigger moments. Potential triggers for DPP uptake informed the development of five initial DPP audience segments and their barriers and motivations (Figure 3).
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FIGURE 3
DPP user personas.


Women seeking enjoyment outside of their primary relationship demonstrate the highest potential for DPP uptake, prioritizing self-focused values such as enjoyment or career goals. Triggers to PrEP/OCP initiation in this segment are often centered on discovering their male partner was having an extramarital affair and subsequently engaging in their own affair with another man. This persona is concerned about maintaining her reputation as a respectable woman and goes to great lengths to keep her extramarital relationship a secret.

New mothers are motivated to use SRH products in a manner that aligns with the social norms of motherhood. This persona likely started using OCP after giving birth to her first child and wants to space the births of subsequent children. A notable barrier is that she does not see HIV prevention as relevant for her; she is also more likely to feel the need to conceal her SRH product use from her partner.

Women who aim to maintain their romantic relationships are primarily motivated by relationship goals, which often denotes greater influence of male partners over their decision-making. This persona begins using PrEP upon discovering her partner was living with HIV and does not want to lose the security and social status that comes with having a male partner.

Women who have experienced or are at risk of unintended pregnancy face challenges such as limited awareness and locus of control around use of SRH products. This persona began using OCP following an unintended pregnancy, which postponed her plans to complete her studies and start her career. Yet maintaining her relationship was also important to her, as her partner brought her social status and helped fund her lifestyle.

Women whose male romantic partners are untrustworthy are motivated to protect their health but struggle to negotiate safe sex with their partner. This persona began using PrEP when she suspected her partner of infidelity, enabling her to protect herself without the need for her partner's consent. She is concerned that a conversation about prevention will upset her partner by implying that she does not trust him.

While the research elucidated these five archetypes as potential DPP users, it is important to note that these personas aggregate many different data and are not based on a single individual. As such, many individuals do not fit into a single persona and can embody different personas or aspects of personas at various moments over the life course. Given this fluidity, the DPP demand generation strategy should be designed to flex across various audiences, leveraging but not always corresponding to the specific personas outlined above.




3.2. Creative route for the DPP

Research findings and user personas underscored the importance of finding a creative route for the DPP that resonated with participants’ broader values and lifestyles and framed the DPP in relation to them, rather than approaching the DPP from a health lens, which occupied a smaller share-of-mind. The findings were used to develop three potential creative routes for the DPP, which were then tested and refined through co-creation workshops with end users, male partners, and HCPs (Figure 4).
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FIGURE 4
Potential creative routes tested for the DPP in co-creation workshops.



3.2.1. Embrace every side

Embrace Every Side reflected the insight that women often experience a sense of duality in their lives, needing to balance societal expectations with their own motivations. Creative stimulus for this route depicted different moments of duality in women's lives, such as balancing career aspirations with being a supportive wife and mother; traditional values with wanting a different life than the previous generation; and pleasure and enjoyment with the appearance of respectability. The DPP was positioned as a dual pill with dual benefits that could help women navigate both sides of their lives.

The need to balance multiple sides of their identity resonated with all audiences in co-creation workshops. In particular, career-focused women felt this message captured their everyday reality. Male partners felt that their own experiences balancing multiple identities were overlooked, as they were primarily portrayed as supporters of their female partners.



3.2.2. I’m ready

I’m Ready responded to the insight that women struggle with the unpredictability of life, often fueled by the actions of their romantic partners. Creative stimulus featured women who were ready to embrace life, rather than being consumed by the anxieties of SRH. This direction reflected the findings that protection from partners who engaged in risky behavior was more motivating than protection from HIV and a stronger association with women who were “ready for anything” than with women who actively seek to prevent HIV. The DPP was positioned as a product that could instill confidence in women that nothing will get in the way of living the lives they desire.

Participants strongly connected with the need to prepare to weather shocks that are outside of their control. This route performed best when it connected to everyday moments and supported women to achieve career and family goals. Participants expressed concerns that associations with leisure and nightlife could be seen as encouraging promiscuity. Men appreciated being framed as “in it together” with their female partners but were less supportive when the route challenged traditional gender norms.



3.2.3. Flip the script

Flip the Script acknowledged the existing social stigma surrounding OCP/PrEP, contrasting it with more positive attitudes held by individuals. Creative stimulus reframed prevention behaviors as a set of positive associations, such as protecting against the actions of others rather than one's own, becoming a desirable partner instead of damaging the relationship, and shifting from the default notion of taking on risks to taking prevention “just in case.” The DPP was positioned as offering peace of mind in women's relationships and lives, protecting them when others take risks with their sexual health.

Participants agreed that stigma around OCP/PrEP needed to be changed but expressed concerns that the selected imagery, which showed too much skin, could reinforce perceptions of promiscuity. However, participants resonated with written affirmations on the images, which they believed could help reduce stigma.



3.2.4. Selected creative route

After comprehensive testing, I’m Ready was found to be the preferred route across all markets and audiences. Creative stimulus was refined, expanded and tested in validation workshops with end users, male partners, and HCPs to understand if participants understood, liked, and connected with the creative concept, scenarios and messaging (Figure 5).
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FIGURE 5
Examples of creative stimulus tested in validation workshops.


Comprehension of the scenarios and product benefits was consistently high across all audiences and geographies. End users underscored the need to avoid ambiguity in messaging, as headlines with a question-and-answer format (e.g., “Am I Ready? Yes”) and messaging intended to be more discreet led to confusion. Participants related to most, if not all, of the scenarios and agreed that most executions would be appropriate in public spaces to increase reach and awareness. Male partners felt making the messaging accessible would help protect the women in their lives and foster conversations within friend groups and relationships. Scenarios addressing experiences of infidelity deeply resonated across groups, but participants preferred softer language to communicate this, as a female participant from Zimbabwe noted: “We may not like how blunt the message is, but this is real- it's the reality.”

Potential end users felt motivated by stimulus that celebrated their individuality as a woman, whether through a goal-oriented or self-care lens. Women appreciated a focus on how pregnancy and HIV impact their lives, and how protecting themselves benefits their current well-being and long-term goals. Both women who already prioritized self-focused values as well as those who felt they needed encouragement to do so responded positively to these messages.

In addition, end users appreciated references to intimacy, particularly where partners were depicted enjoying their sex lives regardless of HIV status, and they appreciated a broad range of messaging for diverse populations regardless of HIV status, life stage, and gender. End users requested more inclusive language to expand the applicability of enjoyment and pleasure scenarios, such as changing “husband” to “partner” or “campus” to a more general setting. Male partners were less supportive of inclusive messaging and responded negatively to scenarios featuring sero-discordant couples.

The stimulus made male partners appreciate the need for the DPP. Male partners across all countries most responded to messaging that positioned them as protectors of women in their lives who were not their romantic partners, recognizing that it was more difficult for them to discuss SRH with their wives. However, they felt positively about advising female friends and relatives to use the DPP and appreciated that these messages could help break down socio-cultural barriers around men speaking with female friends and relatives about sexual health.

Male partners also responded positively and enthusiastically to messages that focused on enjoyment, which appealed to their desire to not be affected by the consequences of their lifestyles. This message ranked highly among those they wished to see across public spaces because they felt it could prompt conversations in their friend groups. One male participant in South Africa affirmed, “Everyone of us can relate to this scenario and we do want the best for the women in our lives.”

HCPs preferred creative executions that focused on promoting empowerment and control, rather than narratives framing women as victims of infidelity by their male partners. HCPs found messages that positioned them as supportive of the priorities of their clients, such as spacing children to focus on their careers, would be powerful because they were both needed and relatable. HCPs underscored that messaging that made their clients feel confident in their choices would resonate, and requested additional information to support clients with side effects, continuation, and switching to this end.

Building on the primary research finding that HCPs wielded greater influence later in the user journey, HCPs were shown a range of adherence tools to understand which they felt would be useful to support clients to use the DPP. A daily reminder app to encourage adherence was highlighted as a particularly effective measure that could reach a large number of women and allow for discreet tracking. Discreet packaging was also preferred, potentially with a visual or mechanism to encourage adherence.





4. Discussion

Taken together, findings from this research provide a strong creative foundation for designing a comprehensive demand generation strategy for the DPP. Four key recommendations surfaced for generating demand for the DPP, which are elaborated on in this section.

Connect with women's diverse identities and aspirations: The research findings point to an opportunity for highly distinctive communications on the DPP that reflect the interplay of different values, rather than focusing on a singular value, which risks diluting the complex lived realities and multiple goals of end users. Focusing on women in their diversities aligns with a notable shift in the broader SRH field away from risk-based communications and towards communications that elevate values, goals, and needs that may appeal to end users, particularly around self-care and women's empowerment (19, 20). For instance, the Kotex “She Can” campaign in Kenya demonstrates the importance of balancing aspirational messages with people's lived reality, as it was criticized for being overly positive (e.g., women can do anything on their periods) and downplaying the realities and challenges of having a period (e.g., pain, social stigma) (16). There is an opportunity to position the DPP as a product that makes it easier for women to juggle competing values without having to make trade-offs for their SRH, and could even enhance their enjoyment and intimacy. Finding the right balance between reality and aspiration will be critical for DPP communications.

Link the DPP with relationship goals: The research found that OCP and PrEP are viewed as products that can put people's romantic relationships at risk, and that women value maintaining their relationships above SRH goals. Other studies across sub-Saharan Africa have similarly found that relationship goals are more relevant than HIV prevention for women, and in particular AGYW, and they will prioritize the needs and preferences of their romantic partners over their own (21, 22).

Discussion of male partners as barriers to women's PrEP and contraceptive use is widespread in the literature. Examples include anticipated and actual accounts of behaviors that limit a woman's capability, opportunity, and motivation to initiate and adhere to prevention products, including contraceptive sabotage, intimate partner violence (IPV), and threats of divorce (23–26). In particular, literature highlights women's concerns that discovery or disclosure of PrEP or contraceptive use will be interpreted by their partner as distrust or implications of unfaithfulness (25), and has found discretion to be a highly valued product attribute (27). Several studies highlight the importance of facilitating covert access to and use of contraception and PrEP as strategies for avoiding stigma while remaining protected from unintended pregnancy and/or HIV (23, 24, 27). Moreover, studies suggest that a lack of communication about prevention use can decrease adherence among women who try to hide their use of products, and conversely, that disclosure, when successful, can increase adherence (27–29).

Some male participants recruited for this research may have been positive deviants with respect to the dominant social norms and practices of their communities, as the positivity of their responses to the DPP was in contradiction to what the literature dictates. Yet romantic relationships are not monolithic, and some are more conducive to women's use of prevention products. A recent qualitative study in South Africa identified four distinct relationship typologies, each with different likelihoods of adoption of HIV self-testing (25). Several studies highlight the heterogeneity of male attitudinal and behavioral profiles related to HIV prevention (30). Literature also indicates that, when supportive, male partners can play an invaluable role in encouraging their partners to use and adhere to products like the DPP, for example by creating an accepting environment and reminding them to take their daily dose (27, 29, 31). Perspectives are mixed on the extent to which men should be involved in women's SRH decision-making as a trade-off to potentially increasing acceptability (32), and DPP messaging should be careful not to reinforce existing stigma around women's agency to make their own decisions on SRH.

Previous HCD research on the DPP found that women do not want to have to be discreet with their product use, and a saw a role for mass media campaigns to combat societal stigma around prevention (33). This research revealed a consensus view among HCPs and cultural commentators that men needed to be proactively targeted to support the DPP in order to limit the risk of product stigmatization among men. Placing DPP campaigns in public spaces were found to be a strong potential entry point to transform male attitudes towards prevention in the broader community, especially when messaging positioned men's support for the DPP as a way to protect women in their lives, given that men were largely resistant to the DPP in the research. Men felt scenarios depicting their own enjoyment could catalyze conversations on sexual health with their peers, indicating that DPP campaigns should seek to reach men with potential for positive deviancy who could influence their peer networks. In addition, there is an opportunity to flip the perception that DPP use could put relationships at risk by showing that DPP users care about their partner and protecting their relationship. At the same time, communications can reframe the DPP as for women who are savvy about protecting themselves from the actions of others, thereby shifting stigma away from end users.

Leverage different triggers for media targeting: Most triggers to OCP and PrEP use relate to negative experiences, such as entry into an established risk group, including commercial sex workers, people with multiple sexual partners and sero-discordant couples, discovery or suspicion of a partner's sexual behavior outside of the relationship, and negative experiences with other prevention methods (29, 31, 34). Literature about how influencers in a woman's social network interpret prevention use tend to focus on negative trigger moments exclusively. Negative trigger moments are thus likely to be significant category entry points for the DPP that can be targeted through media placement. Relevant positive trigger moments, such as change in relationship status, starting university, or child spacing, can be leveraged too (25, 29, 35). Other point-in-time segmentations demonstrate how AGYW may transition in and out of need-states when they are more likely to use a product like the DPP (36, 37). There is an opportunity to position the DPP as helping women to overcome moments of uncertainty and navigate moments when they feel they need to take control of their sexual health, as well as to broaden the concept of “readiness” to apply to positive triggers for adoption, such as preparing for university, a night out, or marriage.

Strike a balance in channel placement: Research findings pointed to high potential for a multifaceted demand generation strategy for the DPP that simultaneously raises public awareness to create social acceptability and delivers more targeted, discreet communications to end users in safe and trusted channels for messaging that male partners and communities may view as controversial. In Kenya, the Jilinde project's “360-degree” marketing campaign targeting multiple levels to effectively shape perceptions of PrEP country-wide, utilizing national mass media and local events to create widespread awareness and position PrEP as a product for anyone at risk of HIV helped to mitigate potential stigma (36). These campaigns were followed by a large increase in oral PrEP uptake in some counties. Other mass media campaigns have also been effective at creating acceptability and increasing uptake (38). More targeted efforts focused on reaching specific audiences have also been found to drive uptake and support amongst those groups, such as peer-to-peer approaches and men's engagement (36, 39).



5. Conclusion

This research provided valuable insights into the barriers and motivators for DPP uptake, which can be leveraged to develop demand generation strategies for the DPP. The use of HCD techniques ensured a deep understanding of participants’ perspectives and cultural contexts, contributing to the relevance and effectiveness of the research findings. Moreover, research findings are applicable to MPTs as a product category, as they draw from both HIV prevention and family planning as well as on broader relationship and SRH dynamics. With a myriad of MPTs in the research pipeline, lessons from demand generation for the DPP can be leveraged to inform future MPT introduction, enabling prevention products and services to reach more end users through their preferred channels and approaches.
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Rural (1= 15)
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Matrix dimension

Trigger category

New mother - planned
pregnancy

Thandiwe
New mother -
unintended pregnancy

PERSONAS

Faith
Untrustworthy partner

Lindiwe
Maintaining relationship

Seeking enjoyment outside
of relationship

Product used

ocp

ocp

PrEP

PrEP

PrEP + OCP

Awareness of options at
trigger moment

High

Low

Low

Low

High for OCP, low for PrEP

Primary influence on
preferred product

Partner, HCP

Older female relatives

HCP

Sister, HCP

Close friend

Online research conducted?

Yes - to form initial
preferences

No

No

Yes - to check what partner's
medication is for

Yes - to look up how to
manage side effects

Partner aware of product
usage?

Actively consulted

No

No

Informed but not consulted

No

Side effects experience

Severe

Low

Moderate

No

No

Product switch?

Yes

Yes

No

No

No

Other factors

Obtain OCP from source other than clinic

Husband disapproves of
condoms

Believes condoms reduce pleasure
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Country

District

Nairobi
(Urban)

Current
OCP/
Prep
users

Users with
unmet FP
and/or HIV
prevention
need

Male
romantic
partners

HCPs

Kisumu
(Rural)

Kenya total

South
Africa

Johannesburg
(Urban)

KwaZulu-
Natal (Rural)

South Afric:

a total

Zimbabwe

Harare
(Urban)

| Bubi (Rural)

Zimbabwe total

Total participants
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Trigger Moment Key Drivers to Uptake Key Barriers to Uptake

DPP Persona
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Eisie priortizesndividualvalues suchas  own affaito get even. knowing her fearof
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‘male partner.
Ambitions forher Prioritizing her
. often her in*the fier things' over
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options and imited locusof control successfulpartner. access healthcare srvice; fears of eing
with use of prevention products: perceived as promiscuous.
ofinfdelty; sinfdelty, Fear of partrer'sreaction f her PrEP use:
P \ but hersef without
Faith finds it difcultto negoiate safe sex  the need fo her partner’s consent. condom; 1
with her partner. i ity; valdati infidelity few trusted

e
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Based on the
key insight
that...

Key question
for testing

DPP brand
truth

Example
of creative
stimulus

Women experience
duality in their lives,
balancing societal
expectations with
individual motivations

Could we help women
live both sides of their
lives to the fullest, when
others are telling them
they have to be one thing
or the other?

The DPP is a dual pill with
dual benefits, which helps
you navigate both sides of
your life

Women struggle with the
unpredictability of life,
often fueled by the
actions of their partners

Could we reach women
when they experience
positive or negative shocks
in life and help them feel
ready for anything by
taking the DPP?

The DPP instills
confidence that nothing
will get in the way of living
life the way you want

Fm the main

There is a wide gap
between social stigma
for OCP/PrEP and more
positive attitudes held
by individuals

Could we flip the question
from ‘why would you’

to ‘why wouldn’t you’

and create a new set of
positive associations for
those who take the DPP?

The DPP gives you

peace of mind in your
relationships and your
life, protecting you when
others take risks with
their sexual health

Mo

rorse.
ssnsr‘,'fng,)
izeetine o

-

ORTIVE.

HE'S
ARE YOU?
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1. End user scenarios
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3. HCP scenario
s 4. Product messaging

1Fyoure worried about infidelty
v your partner giving you IV
or spacing your next child €004
can focus on your career, talk to

el There'e a new product that we
wight be able to preseribe you . - -
Pillto look afeer me. ONE pill »

from unplanned

day protects me
pregnancy and

WERE READY to support you,

o you can stay in control of s
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Research method Immersion (2x sessions per participant) Friendship circle Key informant
(Participant + interview
friends)

Country  District Current OCP | Current PrEP Non-users of =~ Male romantic = Female Male  HCPs Cultural
users users OCP/PrEP partners circle circle
Kenya Nairobi (Urban) 3 2 2 1 i 1
Areas around Kisumu 3 2 1 1 1 1
(Rural)
Johannesburg (Urban)
Districts in KwaZulu-
Natal (Rural)
Harare (Urban)
Areas around Bubi
(Rural)

Total participants
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Product pick-up Post-purchase Switch/stop/continue

“| felt that since he
started cheating, | have
to protect myself”

“People fear the clinic. Nurses are part
of the community and they're afraid
they’ll tell parents”

“My elder sister had
problems with this
method so | fear using it”

“As well as PrEP we try
to give them the life skills
they may need”

Triggers for OCP/PrEP Peer preference and Desire for discretion

Providers struggle to
use are largely online information has strong influence change product
negative, with women drive consideration, on distribution, preferences, but are
responding to risks but are also the main leading to avoidance critical to overcoming
outside their control source of myths of public clinics adherence challenges
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“The Implants Access Program (TAP) was a partnership between
industry, procurers, donors, and implementers that began in
2012 with volume guarantees for two contraceptive implants,
resulting in a price reduction of appraximately 50% (10).
‘This, in combination with efforts to improve supply chain
‘oondination, service delvery, and knowledge and awareness,
was key in faciiting rapid scale-up in LMICs (11).
Between 2010 and 2018, there was a tenfold increase in
implant procurement in the 69 lovest income countries with
27 million women wsing implants in L/MIC in 2019 (11, 12,
13). Hffective collsboration at global and country levels
contributed to_ insttutionalizing mechanisms o maintain
lower prices for long term sustainabiliy (11)
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‘There are many lessons that can be learned from antiretroviral-
based therapies and preventatives for HIV. When highly-active
antiretroviral therapy first emerged in 199, prohibitively
expensive prices meant that AIDS-related mortality dedined
by 75% in three years in the United States but continued to
rise in L/MIC. It wasn't until 2001, when lower-cast generic
versions became available, that mortality started to decline in
L/MICs (19). Similar patierns were seen with the emergence
of fixed-dose combination therapies, which took nine years
following approval by the US EDA to have generic versions
avalable in L/MIC (19).

Daily oral HIV pre-expasure prophylasis (PrEP) also
faed ddays reaching L/MIC populations after initial
regulatory approval by the US FDA in 2012 By 2016, the
US had nearly 100,000 PrEP initiations (virtually all of the
102446 initiations worldwide), whereas South Africa had
380 (20). Tt wasn't until 2021 that South Africa and the US
had reached roughly the same number of initiations
(approximately 200,000) (0). This was largely due to
challenges related to acceptablity of the product among
potential users and providers, low community awareness
and motivation to seck preventative services, and health
system bottlenecks (21). The experience of oral PrEP
highlights the importance of early consideration of user
preferences, advanced demand generation, and planning for
post-approval activities that are designed and coordinated to
inform decision-making at the national and global levels (21).
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1

2.

Stimulate a productive ecosystem of MPT research and development (R&D)

- End-to-end approach to ensuring equitable access to multipurpose
prevention in low- and midd

- Key ic and policy for introducing
prevention (MPT) methods: Reflections from healthcare providers and key
stakeholders in South Affica Kutywayo el al.

- Innovations in monoclonal antibody-based multipurpose prevention
technology (MPT) for the prevention of sexually transmiltted infections and
unintended pregnancy Dohadwala et 2l

Improve understanding of reproductive biology for the purpose of new

pharmaceutical development for MPT R&D

- Common ground: the opportunity of male contraceptives as MPTs Vahdat &
Nickels

Expand ing of socio-behavioral research considerati

particularly among groups who have traditionally been underrepresented

in MPT research

Cameron et al.

Biomedical, socio-behavioral, and implementation science gaps in
multipurpose prevention technology research Cummins el 2l
- Program impact and potential pitfalls of multi-purpose technologies (MPTs)
for HIV prevention and contraception Latka et al
- How might we motivate uptake of the Dual Prevention Pill? Findings from
human-centered design research with potential end users, male partners, and
healtheare providers Nyagah ct al
End-user research into understanding perceptions of and reactions to
Microarray Patch (MAP) for contraception among women in Ghana, Kenya
and Uganda El-Shah et al
Expand understanding of market considerations to help ensure successful
commercialization and uptake of MPTs
Estimating the costs and perceived benefits of oral preexposure prophylaxis
(PrEP) delivery in ten counties in Kenya: a costing and a contingent
valuation study Forsythe et al.
‘The role of economic evaluations in advancing HIV multipurpose
prevention technologies in early-stage development Chapman et ol
Enhance understanding of innovative approaches for MPT clinical trials that
address regulatory and ethical challenges of testing multiple indications in the
same trial

- Efficient regulatory approval of two novel HIV prevention interventions in a
resource limited sett

experiences from Zimbabwe Murombedzi et al.
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User
Characteristics

Method
Efficacy

Use
Effectiveness

e Size of the population
e Risk profile of the population®
e Prevalence of method use*

o Effectiveness of a o Ability of the

“dependent on factors such as age, method realized under method to
biology, gendered power imbalance, roalve oo conditons prevent the
domestic violence, childbearing desires, outeome
partnering patterns, alcohol and =
substance use, HIV prevalence under ideal
*dependent on factors such as access, conditions

availability, agency, cost, user values and
preferences, family planning goals and
gendered power dynamics

Prevailing backdrop for HIV { ing: warfare,

ion, pover
and product cost and ility of funding.
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Generics

Prioritization & Preparations for increased
Target Product Profiles manufacturing capacity and diversity
Securing Scale-Up Financing
Early Introduction

Integration in Country Guidelines
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Total [ ENES Kenya Uganda

Total sample (=)
6 months PP+6 months RTF (6 +6)

Acceptable 57.5 559

Unaceeptable 425 441

Preference 02 | 29

3 months PP+ 3 months RTF (3 +3)

Acceptable 464 413

Unacceptable 536 587

Preference 47 60

6 months PP+ 12 months RTF (6 +12)

Acceptable 425 410

« 57.5 590

Preference 292 321

1 month PP+ 1 month RTF (1+1)

Acceptable 413 324

Unacceptable 587 676"

Preference 67 25

3 months PP +6 months RTF (3 +6)

Acceptable 344 286

Unacceptable 65.6 714°

Preference 64 70

1 month PP+ 3 months RTF (1 +3)

Acceptable 318 24.1° 317 398"
Unacceptable 682 75.9° 68.3 60.2°
Preference 10 22 10 26
No preference 280 279 281 282

*Significantly lower than the 2 other countries.
“Significantly higher than the 2 other countries.
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fini Commercialization
Preclinical Phase | & II Phase IlI Eemmad  and Introduction

Early economic evaluations to inform « Informs data « Informs late-stage
product development (emphasis on collection and evaluation

e design in Phase il  Products better
uncertainty analyses and qualitative data i
Y anav Lqualiiative data) and additional peepaced for

studies as needed introduetion

Data collection can decisions and

be fed back into utimately ensure
early economic market access
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1. Context

Main paper

2. Product attributes

* Discussions with Healthcare
Providers (HCPs)

« Frequency of HCP interaction

+Contraception awareness

*Ever used

«Currently using

« Use comparison with
Demographic and Health
Surveys (DHS)

«Shape
*Size
« Number of patches
«Signal
« Mechanism of application
*Administrator
*Site of application
* MaxDiff exercise:
- mechanism of application
- administrator
- duration on skin
- sensation of application
- skin reaction post administration
* Acceptability of menstrual changes
*Return to personal natural fertility

3. Value proposition 4. Interest and Intent

* Ease of use * Likelihood to try

* Self-administration *Interest in finding out
* Confidence more

« Convenience * MAPs, a better

* Discretion contraceptive option?
« Consistency in use

* Partner influence

« Access and training
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mographics

Total Ghana Kenya Uganda
(n=927) | (n=315) | (n=303) | (n=309)

Age (%)
18-23 years old
24-30 years old
31-35 years old
36-48 years old

Mean (years)

Education level (%)
Primary + below

Junior secondary
Senior secondary
Higher education
Religion (%)

Practicing

Non-practicing
Christian

Protestant
Catholic
Pentecostal
Muslim
Other

No religion

status

Married live*
Single + BEs™*
Not living together

Living together
Martied not live™™
Single + BE(s)™"
Single no BF(s)***
Widowed
Divorced

Motherhood

Ghana
(n=315) | (n=303) | (n=309)

Number of pregnancies (%)

None 183 276° 139 133
1 248 213 274 259
2 45 213 248 75
3 178 165 201 168
4 83 | 63 | 66 120°
5 44 51 50 32

6 18 19 23 13

Mean 195 175" 205 206
Number of children (%)

None 209 321° 152 152
1 263 210" 287 294
2 254 203 284 275
3 163 152 172 165
4+ 111 114 106 13
Mean 176 160 185 183
Pregnancy desire (%)

Yes, next 2 years. 284 27.9 28 343
Yes, >2 years. 53.1 59.4 479 518
1 don’t want any 186 127 294 139

“Significantly lower than the 2 other countries.
“Significantly higher than the 2 other countries.
*Married living with partner.

“*Married ot living with partner.

«**Boy Friend(s).
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Overall sample

Total

Region 1: Abokobi (Ghana), Neumberi (Kenya), Kiyindi (Uganda)

Region 2: Juaben (Ghana), Muhoroni (Kenya), Masese (Uganda)

Quantitative sample across regions

Total

Region 1: Accra (Ghana), Nairobi (Kenya), Kampala (Uganda)

Region 2: Akokobi (Ghana), Kisumu (Kenya), Jinja Uganda)

Region 3: Takoradi (Ghana), Muhoroni (Kenya), Mbarara (Uganda)

Region 4: Juabeb (Ghana), Mombasa (Kenya), Kyanja (Uganda)

Region 5: Kumasi (Ghana), Ndumberi (Kenya), Masese (Uganda)

Region 6: Ukunda (Uganda only)
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Population | Service | CPPY (HIV | CPPY (HIV | % Decrease
delivery testing testing | with 6 m vs.
model every 3 every 6 | 3 m testing
months) months)
DICEs
Health center
Hospital
Private
Dispensary
DICEs
Health center
Hospital
Private
Dispensary
DICEs
Health center
Hospital
Private
Dispensary
DICEs
Health center

Hospital

Private

Dispensary
DICEs
Health center
Hospital
Private

Dispensary
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Variable
Population

Missing

Central Region

Coastal Region

Lake Region

Nairobi

15-19

20-24

25-34

35+

Missing

Living together

Married/in union

Never married/Single

Widowed/separated/divorced

Missing

Level of education

C igher/T

c igher/Tertiary(not completed)

No Grade completed(none)

Primary complete

Primary incomplete

Secondary complete

Secondary incomplete

Missing

Muslim

No Religion

Protestant/Other Christian

Roman Catholic

Missing

Agreed to join PrEP

No

Yes

Health insurance
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Variable Mean amount P value

WTP (Sd) of Fisher's
exact test®

Population

AGYW 136 (1.12)

FSW 379 (57)

MSM 826 (16.69)

No response 205 (27.58)
Cluster P<001

Central Region 59 (118)

Coastal Region 655 (8.22)

Lake Region 202 2.1)

Nairobi 252 (18)
Age P<001

15-19 251 (3.48)

20-24 427 (842)

25-34 4.5 (8.44)

35+ 3.26 (531)
Marital P=001
status Living together 9.58 (23.01)

Married/in union 3.28 (7.7)

Never ied/Si 4.18 (7.86)

Widowed/separated/ | 3.66 (5.12)

divorced

Others 6.()
Level of P<001
education | None/Some Primary/ | 3.65 (7.64)

Primary Complete

Some Secondary/ 411 (7.99)

Secondary Complete

Some Tertiary/Tertiary | 497 (7.08)

Complete

No response 6.()
Religion P<001

Muslim 7.96 (13.86)

No Religion 367 (3.09)

Protestant/Other 355 (6.42)

Christian

Roman Catholic 414 (8.09)

No response 4.0
Health P<00l
insurance | No 37(622)

Yes 5.67 (10.65)

No response 399 (16.72)
Facility P<001
category Clinic 148 (1.36)

DICES 441 (836)

Dispensary 5.78 (9:39)

Health center 299 (4.43)

Hospital 2.96 (4.62)
Size of the P<001
HH Ql: 1.0-20 491 (9.09)

Q2030 42 (8.14)

Q3:30-40 319 (487)

Q4 40-120 259 (3.24)

No response 1175 (88)
#Working P<00l
days/week | Ql: 0.5-4.0 5.57 (8.51)

Q2 40-60 417 (802)

Q3 60-7.0 2,68 (3.45)

No response 45 (13.31)
Total P00l
incoms Ql: 80-137.0 323 (749)

Q2: 137.0-200.0 2.86 (4.46)

Q3: 200.0-300.0 466 (6.79)

Q4: 300.0-1,9500 631 (9.93)

No Response 307 (10.38)
Total P<001
expenditure | Q1: 2.0-104.8 343 (7.72)

Q2: 1048-165.0 322 (473)

Q3: 165.0-252.1 381 (6.13)

Q4: 252.1-1,2445 632 (9.71)

No Response 307 (10.27)

Statistics of the test are not available for Fisher test; simulations with 10,000
samples were used to estimate its p-values.

*Continuous variables were discretized following their quartiles, and WTP is
Bt by e
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Non-consumable Training, 6% Consumable supplies costs, 4%
supplies costs, 1%

Consumable - Drugs, 88%
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Population Service delivery Initial visit Refills Quarterly visits
DICEs
Health center
Hospital
Private
Dispensary
DICEs
Health center
Hospital
Private
Dispensary
DICEs
Health center
Hospital
Private
Dispensary
DICEs
Health center
Hospital
Private
Dispensary
DICEs
Health center
Hospital
Private
Dispensary
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Total Ghana Kenya Uganda

“Total sample (n=
Upper arm (outside)

Upper arm (inside)

Upper inner thigh
Stomach (left or right)
Upper outer thigh
Shoulder

Knee

Upper back

Lower back (left or right)
calf

“Significantly lower than the 2 other counties.
bSignificantly higher than the 2 other countries.
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Total sample (n=)
The MAP is i with a(n) .

Ghana
315

Kenya

Uganda
309

Patch (alone)

Reusable applicator and patch

One-time applicator and patch

Applicator (no patch)

Who the MAP

Trained provider (pharmacist and CHW*)

My partner

Chosen family/friend

How long the MAP stays on the skin ...

Matter of seconds

<1 min

1-5 min

>5 min

Sensation of applying MAP is like ...

Prickles against your skin; briefly but it can be ignored

A group of pin cannot be ignored, may interfere with

A pinching sensation; cannot be ignored and may interfere with concentration

Post inistration skin affect could be ...

There is no visible skin irritation after

Small disappears after 1 day

“There may be a visible “grid of dots” after; no discomfort, disappear 1 h. —1 day

‘Small fluid droplets under the skin, but will disappear after 1 day

Redness, swelling, itching, discoloration, or pain immediately, disappears after 1 h

Redness, swelling ... dis. after 3-4 days

Redness, swelling ... dis. after 1 day

“Significantly lower than the 2 other countries.
“Significantly higher than the 2 other countries.
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Total Ghana Kenya Uganda

Total sample (=) 927 315 303 309
No monthly bleed/period at all

Unacceptable 787 914" 60.7" 83.5
Acceptable 213 86 393" 165
Irregular periods

Unacceptable | 520 [ 454 512 | 595"
Acceptable | w0 | 56 84| 405

“Significantly lower than the 2 other counties.
SSignificantly higher than the 2 other countries.
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Total | Ghana | Kenya | Uganda

Total sample (n=) 927 315 303 309
1 patch to achieve 6 months of 894 | 876 | 937 | 871
pregnancy prevention
1 patch to achieve 3 months of 409 | a1 | 426 359
pregnancy prevention
1 patch to achieve 1 month of 251 229 221 304"
pregnancy prevention
2 patches to achieve 6 months of 22 114 37.3° 184
pregnancy prevention
3 patches to achieve 6 months 133 54" 185 16.2

“Significantly lower than the 2 other countries.
“Significantly higher than the 2 other countries.
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“Total sample (n=)

Successfully applied to the body

Color change

434

Clicking sound

343

Images appears on skin

67

A dye appears on skin

43

All signals

54

No signal

43

No preference

17

Enough pressure applied

Color change

Clicking sound

400

Images appears on skin

A dye appears on skin

58

Al signals

41

No signal

42

No preference

25

All steps complete—OK to remove

Color change

335

400

Clicking sound

306

330

Images appears on skin

87

102

A dye appears on skin

56

36

All signals

84

32

No signal

94

67

No preference

37

35

“Significantly lower than the 2 other counties.
“Significantly higher than the 2 other countries.
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Total | Ghana | Kenya | Uganda
Total sample (=) 927 315 303 309
Adhesive (“sticky”) backed patch | 603 78.1° 6.0 375
Applicator 341 197 30.7 521°
No preference 56 22 43 104>

“Significantly lower than the 2 other countries.

SSignificantly higher than the 2 other countries.
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Total | Ghana | Kenya | Uganda

Total sample (=) 927 | 315 303 309
T would administer it myself 491 | 811° | 364 279°
A physician or nurse administers it the | 16.4 42 36.0° 103
first time and then I would administer it

to myself thereafter

A physician or nurse 16.0 25" 129 33.1°
My partner 5.6 8.1 3.0 55
A Community Healthcare Worker 5.0 14 L1 125°
(CHW)

A CHW administers it the first time and | 2.6 04" 27 48
then I would administer it to myself

thereafter

A pharmacist 18 11 27 18
A pharmacist administers it the first 15 i 38° 07
time and then I would administer it to

myself thereafter

A friend 12 1.1 1.1 5
A family member 0.5 0.4 - 11
Other 04 - 04 07

*Significantly lower than the 2 other countries.
“Significantly higher than the 2 other countries.
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Total | Ghana | Kenya | Uganda
309

“Total sample (n=)
with HCPs—
Yes, in a clinic

(%)

700" 482
241 236
59 282"

No, never spoken to HCP

Yes, elsewhere, not in a clinic

Frequency of conversations with HCPs in past 12 months—about
(#) dian number of di: ions in the past 12

months
Sample (n=) 461 100 212 149
In a clinic (mean) 236 21 15 73"
Sample (n=) 133 28 18 87
Elsewhere, not in a clinic (median) | 2.0 20 w | 20

Where most recent contraceptive was obtained (%) of women that
named a recent contraceptive
Sample (n=) 478 102 196 180
Healthcare facility 623 | 412 648 | 739
Pharmacy/drug store %6 | 363 270 206
Do not know/no answer 63 127 61 25
In the community 40 98 20 28

Setting: public or private for location of most recently obtained
contraceptive (%)

Public | 79 | 786 | 780 754
Private [ 281 [ 214 | 220 36.1

“Significantly lower than the 2 other counties.
“Significantly higher than the 2 other countries.
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Aided

Total

Ghana

methods (%)

Kenya Uganda

Sample (n=)

927

315

Male condom

848

83.2

Oral daily ive pill

835

705"

Contraceptive injection

837

686"

Oral emergency contraceptive pill
Contraceptive implant/rod

659
699

62.9
489"

Female condom

580

502

Intrauterine device (IUD)

488

251"

Counting days

267

Hormonal IUD

285

156"

Contraceptive vaginal ring (CVR)

256

149"

‘Withdrawal
Contraceptive patch

149

29

Depot medroxyprogesterone acetate sub
cutaneous (DMPA-SC)

135

Diaphragm/cap

Spermicide

Other methods

None — I have never heard of any
methods

*Significantly lower than the 2 other countries.
“Significantly higher than the 2 other countries.
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Total | Ghana Kenya

Uganda
Total Sample (=)

Ever used contraceptive (%) [methods used by over 2% of sample
isted]

Male condom
Contraceptive injection

Oral daily contracepive pill

Oral emergency contraceptive
pill
Contraceptive implant

Counting days
Withdrawal
D

Female condom

None
DMPA-SC
Hormonal IUD
CVR

Currently used contraceptive (%) [methods used by over 2% of sample
listed]
Demographic Data (DHS)* - | DHs 2014 | DHs 2020 | DHS 2016

Modern contraceptive use by all women', DHS %

182 420
Total RIR** R2R | DHS
[ injection 180 | 60 |127°| 136 | 208 | 139
Contraceptive implant . 7 | 67 | 132
Male condom 114 | 38
Oral daily ivepill | 96 | 39 | 67 | 53 | 106 | 15
Oral emergency contraceptive | 5.4 * 103" 06 30 | 01 | 29
pill
Counting days. 67 | 37
‘Withdrawal 36 14 4.1 1.1 3.6 1.9
Tam not currently using | 361 | 772 | 47.3° | 53.4 | 300 | 697

“Significantly lower than the 2 other countries.

“Significantly higher than the 2 other countries.

*DHS data refers to USAID's Demographic and Health Surveys Program data.
“*R2R stands for Routes2Results, data from this study.

'DHS data relates to women from 15 to 49 years, whereas R2R data collected
included women from the age of 18 to 49 years, and participants in the R2R
study were screened into the research on the basis that they were sexually
active, and open to using contraceptives.

{No data available
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A. HIV BnAbs

Description

Stage of
development

VRCOL (7, 14-17)

CD4-binding site (CD4-BS)

Phase I and IIb clinical trials

VRCOILS (18)

LS variant-extended serum half-life

Phase 1 clinical trial

VRC07-523LS (19-21)

CD4-BS

Phase I clinical trials

3BNC117 (22, 23)

CD4-BS

Phase I clinical trials

PGT121 (24)

V3 Glycan

Phase I clinical trial

10-1074 (25)

V3 Glycan

Phase I clinical trial

CAP256V2LS (21)

V2 Glyean

Phase I clinical trial

PGDM1400 (26)

V2 Glycan

Phase I clinical trial

Combination mAbs

3BNC117
10-1074 (27)

CD4-BS
V3 Glycan

Phase Ib clinical trial

3BNCI17
10-1074 (23, 28, 29)

CD4-BS
V3 Glycan

Phase I clinical trial

VRC07-523LS,
PGT121 (20)

CD4-BS
V3 Glycan

Phase I clinical trial

PGDM1400
PGTI21
VRC07-523L8 (26)

V2 Glycan
V3 Glycan
CD4-BS

Phase I clinical trial

CAP256V2LS
VRCO7-523LS (21)

V2 Glycan
CD4-BS

Phase I clinical trial

B. HSV mAbs

HDITI01 (30) (h2c)

Humanized mAb, recognizes conserved epitope in glycoprotein B present on HSV-1and HSV-2 and virus-infected cells.

Phase 1 clinical trial

UB-621/E317 (31)

A gD-specific human IgG1 mAb that can neutralize HSV-1 and HSV-2. UB-621 is the clinical grade product of E317.

Phase 1 clinical trial
Phase 2 clinical trial
Phase 2 clinical trial
Phase 2 clinical trial

HSVS (7)

Glycoprotein D-specific human IgG1 with the capability of neutralizing HSV-1 and HSV-2.

Phase 1 clinical trial
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Country

Kenya

District

Nairobi
(Urban)

Current OCP/PrEP Male HCPs
users and users | romantic
with unmet FP partners
and/or HIV
prevention need

Kisumu (Rural)

Kenya total

South
Africa

Johannesburg
(Urban)

KwaZulu-Natal
(Rural)

South Africa total

Zimbabwe

[ Harare (Urban)

| Bubi (Rural)

Zimbabwe total

Total participants
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Funding 2018 2019 2020 2021

% Total $USD % Total $USD % Total $UsD % Total
(M) funding (M) funding (M) funding
MPTs 48
< 114 0.68 143 081 140 082 17 071
Male 9.1 008" 157 o 154 o’ 129 o’
Female 958 084" 1101 077 1078 077" 831 071
Multiple/Unspecified 91 008" 172 012" 154 o’ 199 017
Total Contraception + $168M $176M $170M S165M
MPTs

g of tatatl finding for contraceaion Gnls.
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Provider training

Sub-themes
Provider training
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Correct understanding

Myihs

Peer educators

Policy considerations

Age of consent

Distribution of condoms

Priority populations & areas

Safety and efficacy across a wide group of
populations.

Preparing for choice
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Combination prevention

Sustainability

Few healthcare visits
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.
YOUR VOTE IS

IMPORTANT!
THE MPT ELECTIONS 2022 SOUTH AFRICA

INSTRUCTIONS:
Please rea the below options . |
ety thamvote foryour opthree | OPHONS TATYOU |
favourite options. Its important that e :
you chooss theoptins thatyouthiok | X :

| o i
il promote upare of PTS myour | :
Communiy: i i

Posters with information about MPTs should
be pla
ares and everyahere nmy o

MPT pocketbooks should be placed in the
wait-ing areas for people to read, this
way we can get all the information before
they meet with a nurse and they can ask
questions.

Clinic waiting areas are great places to share
information and capture the attention of
clients - big screen TVs should play a variety
of ad-verts, videos and more about MPTs.

HCPs should receive an MPT “cheat sheet”
with information and messages that will
help them to promote the MPTs to clients.

MPT information should be shared with
o Stalf members in your respective

ugh the communication channels
i the clinic for staff members

‘]DDD

Conversations with community
stakeholders such as NGOs, CBOs, schools
and TVETs are a great way to introduce MPTs
to the community and promote uptake.

MPT should be made famous on soclal
he internet BUT it's not enough
by jnst give information - also tell our clients
where to find us.

After community buy-in, adverts about
MPTs should be visihie everywhere... on
billboards, lamp poles, bus stops, taxi ranks,
Turals In the communities and more!

DED
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move ahead with
further training.

HCWs who adhere
to the training
and mentoring
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receive an award
for exceptional
service delivery.
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nd generation tactic

Conversations with community stakeholders (NGOs, CBOs, schools and TVETS) are a great way to introduce MPTs to the community and promote uptake.

Clinic waiting areas are greal places to share information and capture client attention—big screen TVs should play a variety of adverts, videos and more about
MPTs.

MPT posters should be placed in consultation rooms, waiting areas and everywhere in my clinic.

MPTs should be made famous on social media and the internet but also tell our clients where to find us.

MPT pocketbooks should be placed in the waiting areas, so patients can get all the information before they meet with a nurse and ask questions.

MPT information should be shared with other staff members in the clinics through the communication channels in the clinic for staff members.

After community buy-in, MPT adverts should be visible everywhere.... on billboards, lamp poles, bus stops, taxi ranks, murals in the communities and more!

HCPs should receive an MPT “cheat sheet” with information and messages that will help them to promote the MPTs to clients.

Total number of votes






OPS/images/frph-06-1249750/frph-06-1249750-t002.jpg
HCWs wil attend ONE in-person training in their district comprising of theoretical and practical sessions. A training manual with all MPT
in-formation will be couriered to selected clinics.

Complete an online theoretical course on the MPT. The course concludes with an assessment and if passed will secure your place for further
training

An HCW will be required to attend a once-a-week (full day) session facilitated by an MPT specialist at a local college for one month.

HCWs are expected to work through this within a given time frame before completing an assessment.

A 65% pass rate is required for the first assessment to move ahead with further training.

A 70% pass rate is required for the first assessment to move ahead with further training.
A formal open book exam wil be required as the first assessment with a ime limit. The Clinic Manager will oversee the exam at the clinic and send
the completed exam sheet to the organizers for formal marking.

An 85% pass rate is required for the first assessment to move ahead with further training.

Practical

HCWs that test will i i li Thereafter invited to a week-long “on the job training” of how to insert
and remove an implant

An MPT nurse will visit your clinic once a month to guide you on MPT insertions and removals. As an HCW you will be expected to mobilize at
least 4 MPT clients on the day that the MPT nurse visits your linic.

Pass the minimum score and advance to attend an in-person workshop. The workshop will be a theoretical refresher of the training and focused on
practical application. The training will be completed with an exam.

HCW will have to complete an assessment after completing the in-person training.

Mentoring

While studying and applying your knowledge at the dlinic, you will have a dedicated mentor who will assist you with clinical enquiries.
Submit daily reports to your mentor.

‘The more you report your successes & challenges to your mentor, the better your chances of becoming a national trainer.
HCWs commit to in person check-in meetings with a designated district mentor and will perform an insertion or removal in the presence of the
mentor.

HCW's commit to mentoring calls via WhatsApp at least once a month with a clinical mentor.

Training
others

HCWs will be expected to use the training manual for training and provide mentorship to other HCWs on how to become fully fledged MPT

nurses.

HCWs who complete their training and meet their targets will have the honour of recruiting, training and mentoring 2 or more HCWs from their
clinic on an ongoing basis.

HCWs who adhere to th