[Prevnar 13® Letter to Health Care Professionals]

[MONTH DAY, Year]

[NAME]
[ADDRESS]

Subject: The CDC* stresses the need for the supplemental dose of Prevnar 13®

Dear [NAME]:

A CDC data review, published in November 2011, shows that children under 5 years of age naïve to Prevnar 13® (Pneumococcal 13-valent Conjugate Vaccine [Diphtheria CRM197 Protein]) continue to develop invasive pneumococcal disease (IPD) that results from the 6 serotypes unique to the vaccine1—despite supplemental dose recommendations issued in March 2010.2 Therefore, the CDC is emphasizing the need to administer the supplemental dose of 
Prevnar 13® to children 15 months to 5 years of age who have received 4 doses of PCV7.1

· According to a CDC analysis of 12 study regions, 63 children younger than 5 years of age developed IPD from the serotypes contained in Prevnar 13® since its introduction1†
· 62% (39 children) had received the full 4-dose series of PCV7, but had not received the recommended supplemental dose of Prevnar 13®1
· Prevnar 13® does not provide 100% protection against vaccine serotypes or protect against nonvaccine serotypes3

· According to a separate analysis from the 8 CDC Immunization Information System Sentinel Sites1:
· 42% of children 12 through 23 months of age have not received the catch-up dose
· 68% of children 24 through 59 months of age have not received the catch-up dose

The CDC data support the need to administer the supplemental dose of Prevnar 13® to age-appropriate children who have received 4 doses of PCV7.1,3 However, the opportunity to ensure that age-appropriate children receive the catch-up dose is limited. More than 178,000 eligible children become ineligible for the catch-up dose every month due to age.4

To help prevent IPD among children, the CDC and AAP‡ are reminding health care professionals to administer a single supplemental dose of Prevnar 13® to all children under 5 years of age who have received 4 doses of PCV7 in order to provide additional protection against the 6 serotypes unique to Prevnar 13®. Health care providers should take advantage of opportunities to provide the supplemental dose of Prevnar 13® during any health care visit.1,5

· The immune response induced by the above Prevnar 13® schedule may result in lower antibody concentrations for the 6 additional serotypes (types 1, 3, 5, 6A, 7F, and 19A), compared to antibody concentrations following 
4 doses of Prevnar 13®3

*CDC=Centers for Disease Control and Prevention.
†Cases identified from May 1, 2010, through April 30, 2011. The CDC’s PCV13 Vaccine Effectiveness Evaluation used data from Active Bacterial Core surveillance (ABCs), an active, population- and laboratory-based surveillance system for monitoring invasive bacterial pathogens. Data from 12 geographic regions across the United States, representing 3.2 million children younger than 5 years of age, were assessed in the evaluation.1
‡AAP=American Academy of Pediatrics.

INDICATION
· Prevnar 13® is a vaccine approved for use in children 6 weeks through 5 years of age (prior to the 6th birthday)
· Prevnar 13® is indicated for active immunization for the prevention of invasive disease caused by Streptococcus pneumoniae serotypes 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F, and 23F

IMPORTANT SAFETY INFORMATION
· Severe allergic reaction (eg, anaphylaxis) to any component of Prevnar 13®, Prevnar® (Pneumococcal 7-valent Conjugate Vaccine [Diphtheria CRM197 Protein]), or any diphtheria toxoid–containing vaccine is a contraindication to the use of Prevnar 13®

Please see additional Important Safety Information on Page 2 and full Prescribing Information for Prevnar 13®.


IMPORTANT SAFETY INFORMATION
· Prevnar 13® (Pneumococcal 13-valent Conjugate Vaccine [Diphtheria CRM197 Protein]) does not provide 100% protection against vaccine serotypes or protect against nonvaccine serotypes
· Immunocompromised children or children with impaired immune responsiveness due to the use of immunosuppressive therapy may have reduced antibody response to active immunization
· Apnea following intramuscular vaccination has been observed in some infants born prematurely. Decisions about when to administer an intramuscular vaccine, including Prevnar 13®, to infants born prematurely should be based on consideration of the individual infant’s medical status and the potential benefits and possible risks of vaccination
· The most commonly reported serious adverse events were bronchiolitis (0.9%, 1.1%), gastroenteritis (0.9%, 0.9%), and pneumonia (0.9%, 0.5%) for Prevnar 13® and Prevnar® (Pneumococcal 7-valent Conjugate Vaccine [Diphtheria CRM197 Protein]), respectively
· The most commonly reported solicited adverse reactions (≥20%) in US clinical trials with Prevnar 13® were redness, swelling and tenderness at the injection site, fever, decreased appetite, irritability, increased sleep, and decreased sleep

Click here for full Prescribing Information for Prevnar 13®.

[bookmark: _GoBack]Sincerely,
[NAME]
[TITLE]
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