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Summary 

Disease prevention in intensive animal production relies mainly on biosecurity and vaccination. Commercial 

vaccines target globally relevant pathogens but may fail when field strains evolve antigenically. In such 

cases, autogenous vaccines, customised from pathogens isolated within affected herds and used in the 

same herd (or in epidemiologically linked herds), provide tailored protection and have gained relevance 

across production systems. The central challenge is defining technical and regulatory requirements that 

ensure their safe, consistent and effective use. Their reduced regulatory oversight raises concerns about 

product quality and process consistency. The key research question is how autogenous vaccines can be 

produced under defined quality standards and effectively integrated into herd/flock health programmes while 

balancing their advantages against inherent limitations. This review compiles evidence from literature, 

regulatory frameworks and field applications. The manufacturing process, from pathogen isolation, 

characterisation and inactivation to formulation, under good manufacturing practices is discussed. 

Comparisons with commercial vaccines highlight differences in regulation, specificity and protection 

spectrum. Maternal immunity is also considered, as enhanced antibody transfer may interfere with 

subsequent vaccination. Autogenous vaccines offer rapid, herd-specific response and may reduce 

antimicrobial use. However, their effectiveness depends on compliance with good manufacturing practices, 

targeted strain surveillance, and integration with biosecurity and commercial vaccination. When responsibly 

applied, they complement conventional tools for controlling evolving pathogens. 
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Introduction 

The control and prevention of diseases in intensive animal production rely mainly on biosecurity and 

vaccination. Biosecurity reduces pathogen introduction and spread. Vaccination reduces animal 

susceptibility to pathogens that cause economic losses. Commercial vaccines are developed for widely 

distributed pathogens and undergo extensive validation and regulatory approval [1]. However, when 

circulating strains differ antigenically from those included in commercial vaccines, protection may be 

insufficient. In such cases, autogenous vaccines become necessary. These are inactivated vaccines 

prepared using isolates collected from affected herds and used in the same herd or epidemiologically linked 

herds, providing tailored protection [2,3]. 

Autogenous vaccines have been increasingly adopted in animal production systems to control diseases that 

are not subject to mandatory notification (i.e. diseases not listed by the World Organisation for Animal 

Health). Most are inactivated bacterial or viral formulations, manufactured under specific regulations distinct 

from those governing commercial vaccines [1,4]. Their application is closely linked to production system 

characteristics (for instance, in pig farms during the nursery phase, when animal density and illness risk are 

highest). 

Their inclusion in herd or flock management is justified in case of absence of suitable commercial vaccines, 

ongoing antigenic evolution in the field, acute health crises, or demonstrated or suspected inefficacy of 

commercial vaccines under field conditions. When responsibly applied, autogenous vaccines can help 

reduce antimicrobial use [2]. To ensure clinical relevance, pathogen-specific strain isolation and typing 

require veterinary monitoring. Manufacturing must follow regional regulatory standards, as process quality 

influences both safety and effectiveness [1]. This article outlines key manufacturing requirements and 

regulatory considerations for autogenous vaccines. 

From isolation to application: key considerations for 
autogenous vaccines 

Autogenous vaccines are intended for use within a defined epidemiological unit, or in other units with a 

confirmed epidemiological link (e.g. herds sharing management systems or transmission pathways), 

although their scope may vary across regulatory frameworks [5]. They may have viral, bacterial or combined 

formulations, in monovalent or polyvalent form, depending on the pathogens involved. Their main application 

is as a replacement for commercial vaccines when the latter are unavailable, insufficient to address field 

antigenic diversity or ineffective, failing to improve the herd’s health status. 

These vaccines are particularly useful against pathogens with high genetic variability, such as RNA viruses, 

from which commercial products containing a ‘representative’ strain may not provide adequate protection. 

Avian reovirus and swine influenza A virus are typical examples, as vaccine efficacy depends on antigenic 

similarity between the vaccine strain and circulating virus. In such cases, farm-specific isolates are collected, 

inactivated and formulated with adjuvants before use [2]. 

Compared with commercial vaccines, which undergo extensive research, regulatory approval and batch-

release testing, autogenous vaccines are subject to fewer regulatory requirements [1,4]. 
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Safety and efficacy studies are generally not mandatory, and available data are mostly based on clinical 

outcomes and herd performance [1]. Nevertheless, production still demands compliance with established 

regulations to mitigate risks, and laboratories must maintain systems for counter-testing and surveillance. 

Production involves careful isolation and characterisation of relevant strains, ensuring that only well-defined 

and epidemiologically pertinent seed material is used. The number of antigenic fractions included should be 

minimised, as interference between antigens has not been systematically validated [5,6]. 

The implementation of manufacturing standards is essential to reduce hazards and ensure consistent 

quality, including validation of critical steps such as inactivation and sterility, along with contamination 

control, qualified facilities and full documentation for each vaccine type [5]. Manufacturers must specify the 

microorganisms authorised for manipulation and validate analytical methods for their intended use. 

Autogenous vaccines can be produced within relatively short timelines, making them an effective tool for 

targeted intervention in animal production systems experiencing uncontrolled local disease events that lead 

to severe economic losses [3,7]. They are widely used in production systems including poultry, swine, cattle 

and aquaculture. However, because they are effective only against the specific strains included in their 

formulation, updates may be required to keep pace with ongoing antigenic evolution [6]. 

Autogenous and commercial vaccines differ significantly in scope, regulation and application (Table I). 

Autogenous vaccines are tailored to pathogens circulating within a defined population, often ensuring a 

closer antigenic match and strong antibody responses [8]. Yet they may require frequent reformulation. In 

contrast, commercial vaccines generally provide broad-spectrum, longer-lasting protection against 

established strains but may be less effective against emerging or highly variable pathogens. Commercial 

vaccines undergo extensive research as well as licensing and approval processes, while autogenous 

vaccines follow less stringent requirements. Although compliance with good manufacturing practices (GMP) 

is expected, implementation of this compliance varies across countries, with many regions adopting local 

standards or lacking full enforcement. Importantly, autogenous vaccines can act as rapid-response tools 

where commercial products are unavailable or ineffective, and they support antimicrobial stewardship by 

providing targeted disease control. 

Table I 

Autogenous versus commercial vaccines 

Aspect Autogenous vaccines Commercial vaccines 

Specificity Local strain specific Broad-spectrum 

Strain Generally requires updates Stable 

Antibody response Matched Variants 

Regulation Locally regulated (not in every country) Fully licensed 

The development of commercial vaccines typically spans five to ten years [1,5], and many pathogens, 

particularly those affecting minor species of animals (turkey, duck, etc.), still lack certified products. Factors 

contributing to this include strain diversity and insufficient commercial incentives. To address gaps created 

by partial exemptions in efficacy, safety and quality data for autogenous vaccines, regulatory systems have 

established specific quality criteria, production protocols, usage limits and restrictions on inactivated 

formulations [5]. 
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Production and development 

Producing autogenous vaccines requires the isolation, identification and characterisation of pathogens [1]. 

Bacterial isolation and identification can generally be completed within three days, while viral isolation may 

take three to four weeks [3]. Production and release of vaccine batches typically occur within three to eight 

weeks, depending on pathogen growth characteristics [6]. 

Molecular characterisation involves techniques such as real-time polymerase chain reaction and next-

generation sequencing. Antigenicity and pathogenicity can be evaluated using established laboratory assays 

and in vivo models [1]. Samples may be obtained from clinical cases, surveillance programmes or sentinel 

animals in the herd, and active surveillance is essential for the selection and maintenance of autogenous 

vaccines [3]. 

Selected microorganisms are propagated under quality control standards to ensure purity, following GMP 

regulations in some countries [1]. After purity testing, the antigen is inactivated, most often with chemical 

agents such as formaldehyde, β-propiolactone or binary ethylenimine. Inactivation procedures must be 

validated, as incomplete inactivation poses a risk [6]. Residual inactivating agents are monitored, and when 

formaldehyde is used, the final product must be tested for residual content. 

Following inactivation, the antigen undergoes formulation with the selected adjuvant. The vaccine is then 

bottled, tested for sterility, labelled and stored. Retention samples from each batch are preserved for quality 

assurance [3]. In addition to sterility testing, a safety evaluation of the final product may be performed, but 

requirements vary across regions (Table II). In Brazil, safety assessment involves administering the vaccine 

in young adult mice or guinea pigs with monitoring for adverse effects over seven days [4]. In the European 

Union, safety evaluation is typically conducted in the target species under field conditions using small pilot 

groups with close monitoring, but it is not a regulatory requirement, only a veterinary good practice. 

Thus, regulatory approaches vary, with some jurisdictions requiring demonstrated safety prior to broader 

use and others allow case-by-case assessment or parallel field testing. Overall, safety testing is not uniformly 

mandatory and varies by region [1]. 

Table II 

Autogenous veterinary vaccines: quality standards by region 

Region Autogenous vaccines allowed? Quality and variability perspective 

North America Yes (well-established framework) 
High control and traceability; relatively low variability 
despite small-batch production 

European Union Yes (restricted to exceptional cases) 
High quality standards with tailored GMP; low 
variability compared to other regions 

Australia Yes (permit-based use) 
Strong manufacturing controls; low variability and high 
reproducibility 

South America 
Yes (country-dependent; well-defined in 
Brazil) 

Moderate variability; quality depends on enforcement 
and infrastructure 

Asia Variable (country-specific frameworks) 
Heterogeneous quality landscape; variability depends 
on regulatory maturity and capacity 

Africa Variable/limited frameworks 
Highest variability; quality influenced by regulatory 
capacity and infrastructure 

GMP: good manufacturing practices 
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The physicochemical properties of the product may also be assessed; in some regulatory frameworks, the 

final pH should range between 6.8 and 7.4, unless otherwise justified by a validated technical specification. 

Stability testing is not mandatory for autogenous vaccines; instead, a standard shelf life of 12 months is 

generally applied under appropriate storage conditions. Each batch must be certified by the responsible 

professional to confirm compliance with manufacturing and testing requirements [5]. 

Because autogenous vaccines are inactivated, they require adjuvants to stimulate the immune response. 

The chosen adjuvant must be approved for use in food-producing animals and meet practical requirements 

for cost, stability, ease of handling and safety. In many cases, the combination of antigen with an appropriate 

adjuvant improves the immunogenicity of autogenous vaccines [5]. The ratio of antigen to adjuvant varies 

depending on the viscosity and tissue reactivity of the adjuvant, as well as the immunogenicity of the 

antigens. Aluminium hydroxide gels and mineral oils are commonly used adjuvants. 

Advances in laboratory techniques have further accelerated the isolation and characterisation of field strains 

for vaccine production [3]. However, autogenous vaccines must still be manufactured in approved facilities 

with the necessary authorisation, infrastructure and technical expertise [6]. Figure 1 provides a flowchart 

outlining the main steps in the production of autogenous vaccines. 

 

Figure 1 

Autogenous vaccine production flowchart 

The manufacture of autogenous vaccines is regulated by specific standards that differ from those applied to 

commercial vaccines and may vary across regions. In some countries, these vaccines are limited to 

inactivated bacterial and viral preparations, and their production must comply with established regulatory 

criteria [1,6]. Manufacturing facilities are authorised to produce autogenous vaccines only if no registered 

vaccine is available, or if existing commercial products for the same indication have been shown to provide 
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insufficient protection, as documented by the veterinarian. Regulatory restrictions on the production and use 

of autogenous vaccines can therefore limit their availability in certain areas [1,2,6]. 

Producers are advised to work closely with veterinarians to determine the most appropriate vaccination 

strategy, considering local disease prevalence and economic factors. While commercial vaccines are 

generally more cost-effective for large-scale operations, autogenous vaccines may be suitable for farms 

experiencing recurrent herd-level disease events, potentially reducing losses over time [2,6]. 

Autogenous vaccines for the control of evolving pathogens 

The principal advantage of autogenous vaccines lies in their specificity to pathogens specific to a particular 

herd. This tailored approach ensures high efficacy against circulating strains, unlike commercial vaccines, 

which provide broader but less targeted protection [3,6]. As pathogens emerge and evolve to evade vaccine-

induced immunity, autogenous vaccines offer an important alternative, particularly when commercial options 

are unavailable or ineffective [1,6]. 

The infectious bursal disease virus (IBDV), for example, has acquired the ability to evade immune responses 

generated by commercial vaccines through changes in antigenicity in some regions. IBDV variants capable 

of escaping antibody responses have been identified. By using recent isolates, autogenous vaccines reduce 

the risk of antigenic drift and ensure that vaccine antigens remain closely aligned with circulating pathogens, 

an essential feature in diseases such as IBDV in which antigenic variation is a major challenge [9]. 

Although commercial vaccines may protect against a broader range of strains, they often lack specificity for 

locally circulating pathogens. In contrast, autogenous vaccines, while precise, are limited to included strains 

and may not protect against heterologous variants [1,3]. Inactivated autogenous vaccines do not introduce 

genetic material, but they can exert selective pressure on pathogen populations, potentially favouring escape 

variants [1]. Over time, this can contribute to the emergence of variant strains, especially in rapidly evolving 

viruses such as influenza A. Thus, their use is often targeted and temporary [8]. 

Another important benefit of autogenous vaccines is their contribution to reducing antimicrobial use by 

reducing reliance on antimicrobials, supporting antimicrobial stewardship and sustainability goals [7,10]. For 

instance, autogenous Escherichia coli vaccines have reduced morbidity, mortality and the need for 

antimicrobial treatments, improving productivity and supporting antimicrobial stewardship [10]. In certain 

countries, autogenous and commercial vaccines are being combined in primary and booster regimens to 

broaden protection across multiple serotypes [9,10]. In one study, combining autogenous and commercial 

E. coli vaccines expanded heterologous protection and reduced disease incidence. In addition, advances in 

adjuvant technology may further improve autogenous vaccine performance [10]. 

Field perspective 

The challenges posed by diseases in modern production systems are as dynamic as the systems 

themselves. Pathogens continually evolve, often escaping the immunity generated by commercial 

vaccines [1]. In addition, new pathogens emerge, causing significant economic losses. Autogenous vaccines 

represent an important option for herd-specific disease control, particularly when commercial vaccines are 

unavailable or insufficient to match locally circulating strains. 
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Before implementing an autogenous vaccine programme, it is critical to analyse the field challenge. This 

involves characterising pathogens (e.g. antigenic diversity, virulence markers), verifying whether the current 

vaccination programme is being executed correctly (age, dose, hygiene, antibody titres and records), and 

identifying immunosuppressive factors such as aflatoxins, stress, weaning or batch mixing. Biosecurity and 

management practices should also be reviewed, and adjustments to commercial vaccination strategies 

should be considered before autogenous vaccines are adopted [1]. Only when these measures prove 

insufficient should an autogenous approach be pursued. 

The success of autogenous vaccines depends on accurate pathogen collection and characterisation. 

Effective strain selection relies on robust monitoring and reliable epidemiological data, particularly for 

pathogens with high antigenic variability [1,2]. Although molecular tools accelerate pathogen identification, 

classical methods such as serotyping and pathotyping remain essential to ensure biological relevance. The 

time required for pathogen isolation varies; bacterial isolates can be obtained relatively quickly, whereas 

viral isolation may require multiple passages and take more than two months [1]. In addition, virus isolation 

requires material availability, such as specific media or specific pathogen free (SPF) eggs, which further 

influences timelines [1]. While autogenous vaccines can be produced faster than commercial vaccines, 

sufficient time is required to ensure that selected isolates accurately represent the field challenge. 

Once selected, pathogens are propagated and processed under appropriate quality standards for validated 

propagation, inactivation, sterility testing and documentation [1,4]. However, variability in pathogen growth, 

particularly among viral isolates, can affect antigen yield and consistency. Some viruses may accumulate 

mutations during serial passages, leading to phenotypic changes compared to the original field isolate [8]. 

While bacterial antigens can be efficiently concentrated, viral antigens often show lower and more variable 

titres, potentially impacting final product quality. 

Safety considerations are also critical. Inactivated vaccines require adjuvants, such as mineral oil or 

aluminium hydroxide, which differ in their reactogenicity and duration of immune response [1]. The most 

commonly used adjuvants are mineral oil and aluminium hydroxide. Mineral oil-based adjuvants typically 

induce strong local reactions and promote a robust, predominantly humoral immune response that may last 

for several months, although the onset of immunity is slower (~4 weeks). In contrast, aluminium hydroxide-

based adjuvants generally elicit a faster immune response (~2 weeks), but the duration of immunity is 

shorter, typically lasting only several weeks [1]. Commercial vaccines, particularly live attenuated ones, 

generally induce stronger and longer-lasting humoral and cellular immunity than autogenous vaccines. 

These differences must be considered when selecting formulations for field application. 

Efficacy/potency are influenced by multiple factors, including antigen selection, formulation and pathogen 

variability. A key limitation is antigenic dilution in multivalent vaccines, where increasing the number of 

antigens may reduce the concentration of each individual antigen within the formulation [1]. Autogenous 

vaccines, derived from field strains not optimised for large-scale industrial propagation, often contain multiple 

bacterial or viral antigens (typically 2–5) [1,4]. A key concern is the limited capacity of the aqueous phase: 

as the number of antigens increases, each may be present at a lower concentration. For effective immune 

protection, each antigen must be present at a sufficient level to stimulate a robust response. Although the 

optimal number of antigens remains undefined, current evidence suggests that antigenic potency is more 

critical than antigen number. 
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Variability in seed strain propagation can lead to differences in antigen concentration between batches, 

affecting vaccine performance [1]. Such differences directly affect the antigenic content of each vaccine 

fraction, potentially undermining immunity against certain serotypes while favouring others. As a result, 

vaccines prepared from the same isolate but different seed stocks may not exhibit equivalent efficacy, and 

batch-to-batch consistency becomes difficult to monitor [7]. These challenges are more pronounced in viral 

vaccines than in bacterial vaccines due to lower and more variable propagation efficiency [1,7]. While 

bacterial antigens can be concentrated economically, viral antigens often require costly processes such as 

ultracentrifugation and may still yield low titres. Many field viruses fail to propagate at high titres in production 

systems such as SPF eggs or cell cultures. Consequently, viral components may be incorporated at 

suboptimal concentrations, which, in multivalent formulations, can be further diluted below levels required 

for effective immunity. 

Finally, pathogen evolution remains a major factor influencing vaccine effectiveness. Factors such as 

mutation rate, environmental persistence and reintroduction sources influence pathogen adaptation [8]. 

These dynamics highlight the importance of continuous monitoring and periodic updates of autogenous 

vaccine formulations to maintain their effectiveness and avoid the selection of escape variants. 

Maternal immunity and the role of autogenous vaccines in 
offspring protection 

Maternal immunity is essential for safeguarding newborn animals against pathogens throughout the initial 

phases of life, when their immune systems remain underdeveloped [9]. Antibodies conveyed by colostrum 

or egg yolk confer passive immunity, which can markedly diminish illness prevalence in offspring [1]. The 

health and immune conditions of the dam directly affect the number and quality of antibodies delivered, and 

variations in immunity transfer efficiency have been extensively documented [9]. 

Autogenous vaccines, tailored for herd- or flock-specific pathogens, may increase the quantity of maternal 

antibodies, therefore enhancing passive protection in offspring. Some production systems integrate 

autogenous vaccines into reproductive programmes alongside commercial vaccines, targeting diseases not 

adequately controlled at the farm level and causing economic losses. In these cases, enhancing maternal 

immunity is an important strategy to protect offspring through the transfer of antibodies against relevant 

pathogens [1]. Elevated maternal antibody levels provide strong early protection but may interfere with 

subsequent vaccinations, diminishing antibody responses in young animals upon later immunisation [1]. 

Therefore, careful scheduling and vaccine selection are essential to reconcile early protection with the 

efficacy of subsequent immunisation. 

The use of autogenous vaccines to induce maternal antibodies raises important questions regarding safety, 

consistency and effectiveness [1]. Unlike commercial vaccines, which undergo rigorous evaluation, 

autogenous vaccines lack standardised assessments, making it unclear how effectively they induce 

protective maternal immunity and whether this protection is sufficient during early life stages [1]. 

A key concern is the potential interference of maternal antibodies with subsequent active immunisation. If 

maternal immunity dampens responses to later vaccines, long-term protection may be compromised. 
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This highlights the need to better understand not only the magnitude and duration of maternal antibody 

transfer, but also its impact on offspring vaccination outcomes. 

Conclusion 

The selection of commercial versus autogenous vaccines is contingent upon the particular requirements of 

the farm, encompassing disease prevalence, antigenic diversity and economic factors. Commercial vaccines 

offer broad protection, convenience and regulatory compliance, whereas autogenous vaccines provide 

tailored immunity with improved effectiveness against locally circulating strains. A hybrid approach, where 

applicable, may provide optimal defence against a diverse array of pathogens. 

Autogenous vaccines have demonstrated significant efficacy in animal husbandry, providing precise and 

effective disease management. They can contribute to reduced antimicrobial use, support responses to 

emerging strains and align with sustainable production practices. Their efficacy depends on proper 

formulation, adherence to regulatory standards and continuous monitoring of emerging pathogen threats. 

Their use as preventive tools requires careful selection of relevant strains, supported by serological, clinical 

and epidemiological surveillance. 

Autogenous vaccines can diminish condemnation rates, mortality and antimicrobial usage while enhancing 

overall herd or flock performance. Executing action strategies on impacted farms can alleviate the economic 

repercussions of infections. These action plans must encompass all pertinent measures, including well-

designed vaccination programmes, frequent revisions of vaccine formulations based on ongoing 

surveillance, and stringent biosecurity practices. Additionally, systematic data collection on vaccine 

performance is essential to support decision-making by veterinarians and producers, enabling refinement of 

formulations and optimisation of health outcomes. Collecting these data can also contribute to the 

development of improved or future licensed vaccines, strengthening long-term disease control strategies in 

animal production systems.
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Exigences techniques applicables aux vaccins autogènes 
utilisés en production animale 

A.P. Bastos, V. Haach & L. Caron 

Mots-clés 

Fabrication de vaccins – Immunisation – Immunité passive – Résistance aux antimicrobiens – Vaccin 

autogène. 

Résumé 

Dans les systèmes de production animale intensifs, la prévention des maladies repose essentiellement sur 

la biosécurité et la vaccination. Les vaccins disponibles dans le commerce ciblent des agents pathogènes 

d’importance mondiale, mais ils peuvent échouer à conférer une protection efficace si les souches de terrain 

ont évolué sur le plan antigénique par rapport à la souche de référence. Dans ces cas, les vaccins 

autogènes, élaborés sur mesure à partir d’agents pathogènes isolés au sein des troupeaux affectés et 

utilisés dans le même troupeau (ou dans des troupeaux présentant un lien épidémiologique avec celui-ci), 

offrent une protection adaptée et suscitent un intérêt croissant dans divers systèmes de production. Le 

principal défi consiste à définir les exigences techniques et réglementaires garantissant une utilisation sûre, 

cohérente et efficace. L’encadrement réglementaire de ces produits est limité, ce qui suscite des inquiétudes 

quant à leur qualité et à la cohérence des procédés de fabrication. La question cruciale pour la recherche 

est celle de savoir comment produire des vaccins autogènes selon des normes de qualité définies, et 

comment les intégrer efficacement dans les programmes sanitaires à l’échelle des troupeaux (animaux 

d’élevage, volailles), tout en pondérant leurs avantages et leurs limites intrinsèques. Cette revue fait le point 

sur les informations probantes provenant de la littérature, des cadres réglementaires et des applications de 

terrain. Le processus de fabrication y est examiné, depuis l’isolement de l’agent pathogène, sa 

caractérisation et son inactivation jusqu’à la formulation du vaccin, en respectant les bonnes pratiques de 

fabrication. Les comparaisons avec les vaccins commerciaux mettent en lumière leurs différences 

respectives en termes de réglementation, de spécificité et de spectre de protection. La question de 

l’immunité maternelle est également abordée, car un transfert amplifié d’anticorps maternels peut interférer 

avec les vaccinations ultérieures. Les vaccins autogènes offrent une réponse rapide et spécifique au 

troupeau et peuvent contribuer à réduire l’usage d’antibiotiques. Toutefois, leur efficacité dépend du respect 

des bonnes pratiques de fabrication, d’une surveillance ciblée des souches de terrain et d’une utilisation 

intégrée faisant parallèlement appel aux mesures de biosécurité et aux vaccins commerciaux. Lorsqu’ils 

sont appliqués de manière responsable, les vaccins autogènes constituent un complément précieux aux 

outils conventionnels de lutte contre des agents pathogènes en constante évolution. 
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Requisitos técnicos para vacunas autógenas en producción 
animal 

A.P. Bastos, V. Haach & L. Caron 

Palabras clave 

Fabricación de vacunas – Inmunidad pasiva – Inmunización – Resistencia a los antimicrobianos – Vacuna 

autógena. 

Resumen 

La prevención de enfermedades en entornos de producción animal intensiva se basa principalmente en la 

bioseguridad y la vacunación. Si bien las vacunas comerciales están destinadas a combatir patógenos de 

relevancia mundial, pueden fallar en caso de evolución antigénica de las cepas de campo. En esos casos, 

las vacunas autógenas, personalizadas a partir de patógenos aislados en rebaños afectados y utilizadas en 

el mismo rebaño (o en rebaños epidemiológicamente relacionados), proporcionan una protección a medida 

y han adquirido relevancia en los distintos sistemas de producción. El principal reto consiste en definir los 

requisitos técnicos y regulatorios que garanticen su uso seguro, coherente y eficaz. La menor supervisión 

regulatoria de estos productos genera inquietudes respecto de la calidad del producto y la coherencia de 

los procesos. El tema de investigación fundamental es determinar cómo producir vacunas autógenas 

aplicando normas de calidad definidas e integrarlas eficazmente en los programas de sanidad de los 

rebaños/manadas, compensando sus ventajas frente a sus limitaciones inherentes. Esta revisión recopila 

evidencias procedentes de la literatura científica, los marcos regulatorios y las aplicaciones de campo. Se 

analiza el proceso de fabricación, desde el aislamiento, la caracterización y la inactivación del patógeno 

hasta la formulación, de conformidad con las buenas prácticas de fabricación. Las comparaciones con 

vacunas comerciales ponen de manifiesto las diferencias en materia de regulación, especificidad y espectro 

de protección. También se considera la inmunidad materna, puesto que una mayor transferencia de 

anticuerpos puede interferir con la vacunación posterior. A pesar de que las vacunas autógenas ofrecen 

una respuesta rápida y específica para el rebaño, y pueden reducir el uso de antimicrobianos, su eficacia 

depende del cumplimiento de las buenas prácticas de fabricación, la vigilancia específica de cepas y la 

integración con la bioseguridad y la vacunación comercial. Su aplicación responsable complementa las 

herramientas convencionales para el control de patógenos en evolución. 
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