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I. Purpose 

A Lebanese National Scientific Task Force (NSTF) was convened in 2008 

under the patronage of the Order of Physicians (OP) and entrusted to 

issue consensus national scientific recommendation on (HPV) vaccine 

among general practitioners, family physicians, gynecologists and 

pediatricians. The NSTF represents the Order of Physicians of Lebanon 

and the three professional societies of Obstetrics and Gynecology, 

Pediatrics, and Family Medicine in addition to representatives of the 

three major medical schools at the Lebanese University, American 

University of Beirut, and Universite Saint Joseph. The secretarial work is 

housed by the Lebanese Society of Obstetrics and Gynecology. 

There are two vaccines to prevent cervical cancer both available in the 

Lebanese market. The decision to include the vaccines in the National 

EPI in Lebanon should take into consideration many challenges 

including: 1) Cervical and HPV associated cancer screening programs, 2) 

HPV global vaccine strategies, 3) Priorities in vaccinations procurement 

and other vaccine preventable diseases, 4) Current existing vaccination 

logistics. The public health priority should be balanced vis-a-vis the cost 

of the vaccine in a country where other vaccination schedules are in the 

process of implementation, disruption of previous schedules by emergent 

disease, and introduction of new vaccines. However, this should not 

preclude physicians’ interventions in private practice to inform their 

clients and the public of such novel vaccines with proper clear 

description of the efficacy, safety, and duration of protection. Such 

evidence based interventions will influence stakeholders like Ministries of 

Public Health, Social Affairs, Education, but also Media, civil society, 

schools, and universities that target both adolescents and parents in 

conveying clear and accurate information about the vaccines. 
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II. Background 

Cervical cancer is considered to be the second most common cancer 

affecting women in developing countries, leading to an estimated death 

toll of 273.000 women (WHO, 2007c).  The major underlying cause of 

cervical cancer is a persistent infection with one or more high-risk types 

of Human Papilloma Virus (HPV), a common virus which is sexually 

transmitted. HPVs are highly transmissible, and most sexually active 

men and women will acquire an HPV infection at some time in their lives 

(CDC, 2009). Despite the fact that most HPV infections are transient and 

benign, persistent genital infection with certain viral genotypes can lead 

to the development of anogenital pre-cancers and cancers. The list of 

diseases caused by HPVs includes: cancers of the cervix, vagina, vulva, 

penis and anus; a subset of head and neck cancers; anogenital warts; 

and recurrent respiratory papillomatosis in children.  Globally, cervical 

cancer incidence rates vary from 1–50 per 100 000 females, the rates 

being highest in Latin America and the Caribbean, sub-Saharan Africa, 

and south-central and South-East Asia. Most cases of cervical cancer are 

diagnosed in women aged >40 years (WHO, 2007b).  

 The WHO estimates that over 1 million women worldwide currently have 

cervical cancer, most of them either lack a diagnosis or have no access to 

treatment, in addition to 30 million who have genital warts. Most of these 

women live in developing countries where screening programs and health 

care services are lacking or non-existent (WHO, 2002). The International 

Agency for Research on Cancer (IARC) predicts a 40% global increase of 

cervical cancer cases by 2020 (Ferlay, Bray, Pisani, & Parkin, 2004). 

According to WHO projections, deaths due to cervical cancer are 

expected to rise 25% over the next 10 years in developing countries 

(WHO, 2002). 
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 III. HPV vaccine 

More than 100 HPV genotypes are known. Of these, at least 13 may 

cause cervical cancer or are associated with other anogenital and 

oropharyngeal cancers. HPV types 16, 18 account for 70% of cervical 

cancer cases; in addition, HPV 31 and 45 are responsible for about 5-

10% of all cases of invasive cervical cancer worldwide, with type 16 

having the greatest oncogenic potential (Smith, Melendy, Rana, & 

Pimenta , 2008). 

The most common type of cervical cancer is the squamous cell 

carcinomas (90% of cervical cancers), followed by adenocarcinomas (10% 

of cervical cancers), known to be very aggressive and most difficult to 

detect (Einstein, 2008). Adenocarcinomas occur more commonly in 

younger women and the risk of death is twice that of squamous cell 

carcinoma (Castellsague, 2006; Munoz, 2004). 

 

The distribution of HPV types varies among geographical regions, but the 

dominant oncogenic type in all regions is HPV-16 (Einstein, 2008), while 

HPV types 6 and 11 are responsible for about 90% of anogenital warts 

and almost all recurrent respiratory papillomatosis in children. In 

Lebanon, HPV 16 is also the dominant type (61%), with noted higher 

prevalence of serotypes 18 (12%) and 45 (6%) in both squamous and 

adenocarcinomas, being similar to regions like Africa and Oceana rather 

than to Europe or North America (Bosch, 2010).  

Currently, there are two marketed HPV vaccines, assembled to form 

virus- like particles (VLPs), and have been shown to be highly effective in 

preventing HPV infections and resultant disease states (Smith; et al, 

2008).  The two vaccines are: a quadrivalent vaccine (Quadrivalent 

recombinant with AAHS adjuvant, Gardasil™, MerckSharpDome) and a 
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bivalent (AS04 Adjuvanted HPV vaccine, Cervarix™, GlaxoSmithKline). 

Gardasil™ is protective against infection caused by four HPV serotypes: 

The two most common high-risk oncogenic serotypes (HPV 16 and 18) 

and the two most common wart-causing low-risk serotypes (HPV 6 and 

11). Gardasil™ is FDA approved for use in adolescent females (as young 

as 9 years) to protect against cervical, vulvar and vaginal pre-cancers 

and cancers and anogenital warts, and is licensed in 117 countries. It is 

also FDA approved for the prevention of genital warts HPV 6 and 11 in 

boys and men, ages 9 through 26 (FDA, 2009). 

Cervarix™ is protective against infection caused by two most common 

high-risk oncogenic serotypes (HPV16 and 18) and is approved for use in 

girls and women (as young as 10 years) to protect against cervical pre-

cancers and cancers, and is licensed in 105 countries.  It has also 

received FDA approval in October 2009. (REF) 

In adolescent and young women who were initially naïve to vaccine- 

related HPV types, both HPV vaccines lead to development of an antibody 

response to those antigens and were shown to have more than 95% 

efficacy in preventing HPV infection and the development of lesions 

caused by the HPV types present in the vaccines (Gall, 2007). It is 

important to understand that the current HPV vaccines are not 

therapeutic and have not been shown to influence the disease 

progression of currently infected women. However, the vaccines will 

prevent infection with vaccine-targeted HPV types in women infected with 

other types of anogenital HPV.  

Recent data showed that both vaccines may have some protection 

against non-vaccine HPV types, but further data on individual non-

vaccine type HPV is needed. The true impact of this cross protection is 

unknown (Bonanni, Boccalini, & Bechini, 2009), however if proven, it 

may extend the protection of the vaccine beyond the 16 and 18 

serotypes. 
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Immunogenicity 

 With both vaccines, all adolescent and young girls who were at the 

beginning naïve to vaccine- related HPV types developed antibody 

response to these antigens after 3 doses. Data available up to 5 years 

after vaccination (Gardasil™) and 7.3 years (Cervarix™) post dose 1 

have shown that antibody titers peak after the third dose, and then 

appears to plateau 18- 24 months after the first dose. Bridging 

immunogenicity studies also have been conducted in girls 9 to 15 

years of age. Over 99% of vaccinated girls in these studies developed 

antibodies after vaccination. Titers were higher in these young girls, 

compared to older females in the efficacy trials (16 through 26 years 

of age).  

 Both vaccines demonstrated immune memory response 5-7.3 years 

after initial vaccination which may contribute to long term efficacy. 

(REF) 

Efficacy and duration of protection 

 Efficacy of both vaccines has been studied in large phase II trials 

and subsequently in pivotal phase III trials. The principal findings 

from these trials showed that both vaccines are highly effective in 

preventing HPV 16/18- related pre-invasive and cervical lesions as 

well as persistent infections. Moreover Gardasil™ have shown 

efficacy in preventing pre-invasive vulvar and vaginal lesions, in 

addition to protecting genital warts (females and males) (WHO, 

2009; FDA, 2009).  

 Both vaccines demonstrated strong immunogenicity and safety 

profile in women aged 24–45 years (Gardasil™), and 26-55 years 

(Cervarix™) who were naïve to the relevant HPV types at enrolment. 
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Moreover, Gardasil™ demonstrated efficacy in women aged 24- 45 

(Muñoz, Manalastas, Pitisuttithum, Tresukosol, et al., 2009) 

 Studies suggest that vaccine protection is long-lasting. Available 

phase III studies indicate a protective efficacy of both vaccines 

against CIN2 is maintained up to 3.5 years. Phase II trials showed 

that the duration of immunity extended to 5 years (Gardasil™) and 

7.3 years (Cervarix™) (WHO, 2009; FDA, 2009). The clinical 

correlation of protection and the duration of immunity remain to be 

established.  

IV. Consideration for Lebanon 

Lebanon, a developing country, is reported to have an incidence rate of 

cervical cancer of 15.4: 100.000, and a resulting death rate of 

8.0:100.000 from cervical cancer GLOBOCAN (Harper, 2008). A hospital 

tumor registry (1983-2007) at a large tertiary care hospital in Lebanon 

showed that cervical cancer was the second most common cancer in 

women (Shamseddine, Seoud, Hayek, & Abdallah, 2008). In a study on 

the prevalence of HPV in a small group of 1026 Lebanese women seeking 

routine gynecological care, general HPV DNA was detected in (5%) of the 

sample, with HPV 16 prevalence being at 3% (Mroueh et al, 2002). A 

reference to the study conducted by Georges Aftimos et al, showed 

similar incidence of HPV on a large number of routine Pap smears 

(publication in progress).  

In this regard, Lebanon is characterized by versatile educational, 

sociocultural, health and demographic patterns that affect reproductive 

and sexual health issues (RSH). There is a high degree of internal and 

external migration, increased preponderance of western mores, increased 

singulate age at first marriage (SAM) , postmodern lifestyle behaviors 

within conservative communities, increased tolerance of sexual 

expression, and reported prevalence of sexual behavior among young 

Lebanese (El-kak, 2001, Shediac-Rizkallah, et al., 2001, PAPFAM, 2004, 
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NAP, 2004). In a study reporting on the age of first sexual encounter 

among Lebanese youth, the average age of the first intercourse was 

around 17 years (Shediac- Rizkalla, 2004; NAP, 2004) and is determined 

by multiple personal and socio-cultural factors (EL-Kak, 2010, In 

progress). Overall, the prevalence of HPV in Lebanon is likely to be lower 

than other western countries, but the existing context – as shown by the 

aforementioned data- may facilitate increase in HPV infection 

(WHO/ICO, 2010).  

Regarding prevention strategies for HPV, secondary prevention methods 

such as Pap testing and indicated HPV DNA testing can prevent most 

cases of cervical cancer in regularly screened women. However, effective 

prevention using these methods requires high levels of screening in the 

population, effective infrastructure to deliver the screening, compliance 

with screening, availability of appropriate treatment, access of the 

population to screening and treatment, and effective follow-up. The 

current screening programs and health care services for cervical cancer 

detection in Lebanon remain sub-optimal and are not universal. Some of 

the assumed reasons are: Resistance of a significant number of young 

females who avoid Pap smear for reasons like cultural, virginity issues, 

and being single. This leaves a sizable number of females at risk of 

cervical cancer and precancerous lesions and/or genital warts which 

might be undetected.  

In Lebanon, national immunization programs (NIPs) are effective and 

frequently reach far more than 70% of infants with routine immunization 

(Markowitz, Dunne, & Saraiya, 2007), with progress continuing in this 

regard. In 2009, the EPI issued specific types and timetables for vaccines 

administration to adolescents and the older population. In such 

circumstances, school and community based programs are therefore 

thought to be the second step for universal HPV vaccine administration. 

School (high enrollment rates reaching 95% in elementary and middle 
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levels) and community- based adolescent vaccination programs have 

been shown to have high completion rates (>90%) (WHO, 2007a), and are 

ideally suited for implementation of HPV vaccination schedules. Ideally, 

both HPV immunization and cervical cancer screening programs would 

be in place to have maximal impact in preventing cervical cancer. 

Currently in the Lebanese context, and while a comprehensive policy for 

universal screening is needed, private clinics are considered to be the 

most accessible setting to promote and provide vaccines, while schools 

can play a major role in awareness campaigns. Meanwhile, both vaccines 

are intended to be administered to females irrespective of sexual behavior 

and of physician’s knowledge of the behavior (preferably early in 

adolescence and long before the onset of sexual activity – that is, before 

first exposure to HPV infection). The recommended age is 11 years with a 

catch up vaccination of older adolescent females and young women up to 

26 years, which concerns mainly pediatricians, family physicians, 

general practitioners, and gynecologists.  

 

V. National scientific HPV vaccine indications (by NSTF) (based on 

WHO, CDC and ACIP recommendation) 

 

Either vaccine is routinely recommended for females aged 11 or 12 years 

with a total of 3 doses (WHO, CDC and ACIP recommendation). The 

vaccine series can be started as of 9 or 10 years of age. Within the 

Lebanese context and keeping in mind the socio-cultural diversities and 

considerations, every effort should be made to start vaccination prior to 

sexual activity and marriage. The recommended age range is 11-17 years 

(considered to be the “primary vaccination group”), as the vaccine is more 

effective in inducing higher antibody titers in an HPV naïve population 

and in younger ages. Catch-up vaccination is recommended up to age 26 

years in females who have not yet received or completed the vaccination 
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series. Vaccination beyond 26 years of age may also be considered 

especially in women who are still either sexually/HPV naïve and/or 

belong to special groups, depending on physician assessment (Re-

marriage, extra-marital or polygamous sexual relations)  

 Either Cervarix™ or Gardasil™ is recommended for prevention of 

cervical cancers and precancers.  

 Gardasil™ is recommended for prevention of vulvar, vaginal 

cancers and precancers and genital warts (including males). 

 Women are not encouraged to become pregnant during the 

immunization schedule.  

 At present, cervical cancer screening recommendations have not 

changed for females who receive HPV vaccine. All females should 

receive regular cervical cancer screening as recommended.  

 Ideally, females should be vaccinated before onset of sexual 

activity, when they may be exposed to HPV. Most studies have 

shown that infections with multiple HPV type are unusual (in 5-10% 

of study population). Therefore, sexually active females may also 

benefit from vaccination since few young women are infected with all 

different HPV types targeted by each vaccine. Females who already 

have been infected with one or more HPV types would still get 

protection from the vaccine types they have not acquired.  

Specific populations:  The HPV vaccine can be given to females who: 

 Nursing mothers: Gardasil™ may be administered to lactating 

females because available data do not indicate any safety concerns. 

The effect on breastfed infants of the administration of Cervarix™ 

to their mothers has not been evaluated in clinical studies. 

Cervarix™ should only be used during breast-feeding when the 

possible advantages outweigh the possible risks 
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 Have minor acute illnesses, such as diarrhea or mild upper 

respiratory tract infections, with or without fever.  

 Have an equivocal or abnormal Pap test, a positive Hybrid Capture 

II® high risk test, or genital warts. However, women should be 

advised that published data so far do not indicate that the vaccine 

will have any therapeutic effect on existing Pap test abnormalities, 

HPV infection or genital warts.   

 Are immune-compromised, either from disease or medication. 

However, the immune response to vaccination and vaccine efficacy 

might be less than in immune-competent females.  

 Males: Vaccinating males may offer direct health benefits to males 

and indirect health benefits to females. Male vaccination is safe, 

immunogenic, and effective. Cost effectiveness of male vaccination 

remains to be established. 

Vaccine contraindications: 

 Pregnancy. Although the vaccine has not been causally associated 

with adverse pregnancy outcomes or adverse events to the 

developing fetus, data on vaccination in pregnancy are limited.  

 History of immediate hypersensitivity to yeast, anaphylactic latex 

allergy, or to any vaccine component.  

 Moderate or severe acute illnesses. In these cases, girls/women 

should wait until the illness improves before getting vaccinated.  

HPV Vaccine Storage, administration, and schedule 

 Both vaccines are available as a sterile suspension in single-use 

glass vials or single-use pre-filled syringes that should be 



15 
With the compliments of the Lebanese Society of Obstetrics and Gynecology 

Management Guidelines Series 

maintained at 2–8 °C and not frozen. A 2-dose presentation is also 

available for the Cervarix™. The vaccines are to be administered 

only through intramuscular injections as doses of 0.5 mL each.  

 Gardasil™ is given at baseline and again after 2 and 6 months. A 

minimum interval of 4 weeks between the first and second dose, 

and a minimum interval of 12 weeks between the second and third 

dose, are recommended by the manufacturer if flexibility in the 

schedule is necessary.  

 Cervarix™is given at baseline and again after 1 month and 6 

months. If flexibility in the schedule is necessary, the manufacturer 

recommends that the second dose be administered between 1 and 

2.5 months after the first dose.  

 Alternative schedules are being explored for both Gardasil™ and 

Cervarix™. Restarting the 3-dose series is not necessary if the 

programme has been interrupted, but remaining vaccine doses 

should be administered as close to the recommended schedule as 

possible.  

HPV Vaccine Safety 

 Both vaccines have been studied in thousands of females in many 

countries around the world, including the U.S. These studies found 

that the HPV vaccine was safe and caused no serious side effects. 

The most common adverse event was injection site pain. This 

reaction was common but mild.  

 Since vaccine licensure, there have been reports of syncope after 

vaccination. Syncope after any vaccination is more common in 

adolescents and young adults. Providers should consider a 15-

minute waiting period for vaccine recipients following vaccination.  



 HPV vaccines are not live vaccines and can be administered either 

simultaneously or at any time before or after an inactivated or live 

vaccine. 

 The WHO’s Global Advisory Committee on Vaccine Safety (GACVS) 

stated that both vaccines have good safety profiles (WHO, 2009). 

Vaccine providers should notify vaccinated females that: 

 It is important to get all three doses of the vaccine to get its full 

benefits.  

 Females will still need regular cervical cancer screening, beginning 

at age 21 or three years after initiating sexual activity, since the 

vaccine will not protect against all HPV types that cause cervical 

cancer.  

 They should continue to practice abstinence or protective sexual 

behaviors (i.e., condom use), since the vaccine will not prevent 

other sexually transmitted infections (STIs). Although condoms 

may not fully protect against HPV, they may lower one’s chances of 

getting HPV and developing HPV-related diseases, when used all 

the time and the right way. Women can also lower their chances of 

getting HPV by being in a mutually faithful relationship with 

someone who has had no or few sex partners, or by limiting their 

number of sex partners. 
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HPV vaccines are not live vaccines and can be administered either 
simultaneously or at any time before or after an inactivated or live 
vaccine.  
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