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Background: 

HPV is a common sexually transmitted disease that is transmitted through genital contact, most often during vaginal and anal sex.  Some studies show that HPV may also be transmitted through oral/genital contact or hand/genital contact. 

HPV is not transmitted through direct contact with toilet seats, kissing, sharing food or eating utensils, or in whirlpool or hot tubs.

According to the CDC, approximately 6.2 million people in the U.S. get HPV every year.  In 2005, it is estimated that 20 million people in the U.S. had HPV.  Approximately 1% of sexually active adults in the U.S. have visible genital warts at any point in time.

There are over 100 strains of HPV. Approximately 30-40 types are anogenital,

of which 15 – 20 types are oncogenic.  High-risk oncogenic HPV types 16 and 18 cause approximately 70% of cervical cancer.  HPV types 6, 11, 16, and 18 cause approximately 90% of genital warts.  HPV also causes about 35 – 50% of vulvar and vaginal cancers. 

Males and females can get HPV. Most people are in their late teens or early twenties when they get HPV.  Women who have had other STDs (syphilis, gonorrhea, Chlamydia, or HIV) have an increased chance of getting HPV infections.
At least 50% of the sexually active people will contract HPV in their lives.  Approximately 80% of these cases will resolve on their own.  HPV is often contracted after one first becomes sexually active.

When the HPV virus does not go away on its own, it can develop into cervical cancer, precancerous lesions, or genital warts, depending on the HPV type. 
The only certain way to prevent HPV is abstinence.  It is not known how much protection condoms provide since there are areas of the genital area that are not covered by a condom. However, condom use is still encouraged as a safe sex practice as they also protect from other STDs, including HIV.
The Link Between HPV and Cervical Cancer
The exact cause of cervical cancer is unknown; however, studies have shown a number of factors may increase the risk of cervical cancer.  Oncogenic HPV types are now recognized as the cause of cervical cancer.
On average, there are 9,710 new cases of cervical cancer and 3,700 deaths are attributed to cervical cancer in the U.S. each year.

At 8.8 cases/100,000 females (all ages) in 2003, Kentucky had the 12th highest cervical cancer incidence rate in the U.S.

At 3.9 deaths/100,000 females (all ages) in 2003, Kentucky had the 2nd highest cervical cancer death rate in the U.S.

Risk factors for HPV and cervical cancer linked to health behaviors related to sexual activity include:

· Sexual history (number of lifetime sexual partners) 

· Early onset of sexual activity

· Long term use of oral contraceptives (greater than five years)

· Having many children

· Alcohol and drug abuse
Risk factors for HPV and cervical cancer linked to other factors:

· Smoking (2x the risk)

· Age (older than 40 y.o.)

· Race (includes African-American, Hispanic, and Native American women.  African-Americans are 2x as likely to develop cervical cancer)

· Lack of routine Pap tests

· Weakened immune status (lymphatic disorders, HIV, or from certain medications)

· Socioeconomic and insurance status 
· DES exposure

· Douching (at least 1x/week)

· Some chemical exposures (wood smoke, diesel engine emissions, some pesticides) 

How can women minimize their risk for HPV and cervical cancer:

· Have routine Pap screenings

· Get the HPV vaccine

· Practice “safe sex” behaviors, including abstinence, monogamy, limiting the number of sex partners, and using condoms
· Do not smoke

Early stages of cervical cancer may not cause any noticeable signs.  Symptoms, when they do occur, include vaginal bleeding, pelvic pain, unusual vaginal discharge, and pain during intercourse. 

Abnormal cervical cells are detected though Pap screenings and re-screenings, 

Pelvic exams, HPV DNA testing, colposcopy, or biopsy.

If abnormal cervical cells are not detected and treated early, these cells are more likely to develop into cervical cancer.  About half of all cervical cancers are diagnosed in women between the ages of 35 – 55.  What these women may not realize is that they were most likely exposed to a high-risk HPV type in their teens or early twenties (prevalence peaks at ages 20 – 24).  

It is important to note that not all abnormal cervical cells take this long to develop into cancer, as cervical cancer may develop within a year’s time.  
Approximately 50% of all cervical cancers occur in women who have never been screened, and an additional 10% occur in women who have not been screened in the last five years.
When pre-invasive lesions are treated, 5-year survival rates are close to 100%.

Over the past five decades, screenings with the Pap test are credited with decreasing cervical cancer mortality by 70%.  Early detection is the KEY!!!
The HPV Vaccine

In June, 2006, the Food and Drug Administration (FDA) licensed Gardasil (manufactured by Merck) for use in females ages 9 – 26 years old.  
The vaccine was developed by two University of Louisville researchers, Dr. Albert Jenson and Dr. Shin-Je Ghim while they were at Georgetown University.

The Advisory Committee on Immunization Practices (ACIP) subsequently recommended routine administration of the HPV vaccine for females ages 11 – 12 years old.  The vaccine is also recommended for 13 – 26 year-old females who have not yet received or completed the vaccine series. 
This recombinant quadrivalent vaccine protects females from four HPV types: 6, 11, 16, and 18.  Types 16 and 18 cause about 70% of cervical cancer and types 6 and 11 cause about 90% of genital warts.  
Ideally, females should get the HPV vaccine before they become sexually active.
The vaccine is the most effective in females who have not acquired any of the four types of HPV covered by the vaccine.  Note: According to Kentucky’s latest Youth Risk Behavior Survey (YRBS), 16% of middle school students and 46% of high school students report having had sexual intercourse.  

However, individuals may benefit from the vaccine even if they have HPV because most people are not infected with all four types of the HPV contained in the vaccine. The HPV vaccine has no curative effect.
The HPV vaccine is given IM in the deltoid or anterolateral of the upper thigh as a three-injection series according to the following schedule:
· At elected date

· Two months after Dose 1

· Six months after Dose 1

It is not yet known how much protection females will get from receiving only one or two doses of the vaccine, so it is important that they receive all three doses of the vaccine.

This vaccine may be given at the same time as other vaccines.  There is no thimerosal or mercury in the HPV vaccine.  After thorough agitation, the vaccine will be a white, cloudy liquid. It should be refrigerated at 36° – 46° F.  Do not freeze the vaccine; protect it from the light.
Contraindications include if the patient had a life-threatening reaction to yeast, any other component of the vaccine, to a previous dose of the vaccine, or if the patient has allergies to neomycin and streptomycin sulfate. 
Gardasil should not be given to individuals with bleeding disorders unless the potential benefits clearly outweigh the risk of administration.

Patients who are mildly ill may receive the vaccine, but those who are moderately or severely ill should wait until they are feeling better.

Pregnant women should not get the HPV vaccine.  Initial studies show that the vaccine appears to be safe for the mother and baby, but research is still being conducted.  

Any pregnant women who learns she was pregnant when she got the HPV vaccine is encouraged to call the HPV Pregnancy Registry at 800-986-8999. 

Lactating women can receive Gardasil.
Mild reactions from the HPV vaccine include:

· Pain at the injection site (80%)

· Redness or swelling at the injection site (25%)

· Mild fever (100° F) (10%)

· Itching at the injection site (1 in 30)

· Moderate fever (102° F) (about 1 in 65) 
Life threatening reactions are very rare; however, if they do occur, they would happen within a few minutes to a few hours after the vaccination.  These severe reactions may include high fever, behavior changes, difficulty breathing, hoarseness or wheezing, rapid heart beat, and hives.

The HPV vaccine does not replace the need for routine Pap screenings.  It does not protect women from other STDs including HIV and the herpes virus.
Current ongoing research studies include Gardasil’s effectiveness, safety, and long term outcomes in females over 26 years old, pregnancy outcomes, and in males.   To date, trials have shown Gardasil to be effective for up to five years, so a booster may be required to provide long-term coverage.
Gardasil retails for $120 per injection, or $360 for the three injection series.

It is estimated that nearly 70% of females 9 – 26 years old have private insurance and of this percent, approximately 90% of the insurance companies will cover the cost of the vaccine. 
The Vaccines for Children (VFC) program provides Gardasil for VFC-eligible and uninsured females ages 9 – 18. The Kentucky Department for Medicaid Services will soon cover the vaccine and selected office visits costs for Medicaid-eligible women ages 19 – 26 years old who present to their local health department for the vaccine.

Merck’s Vaccine Patient Assistance Program for uninsured females ages 19 – 26 years old covers Gardasil for patients who meet certain eligibility requirements.  The program is available in the private offices of licensed prescribers
For more information about this program, please visit Merck’s website at: http://www.merck.com/merckhelps/vaccines/home.html
GlaxoSmithKline recently submitted their bivalent (for HPV types 16 and 18) vaccine, called Cervarix, to the FDA committee for review.  

 

