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INTRODUCTION

A pneumococcal conjugate vaccine (PCV10) immunogenicity study in 2010 showed that a 2+1 schedule (two dose priming at 6 and 14 weeks with a booster at 9
months) was non-inferior to a 3+0 schedule (3 dose priming at 6, 10 and 14 weeks) schedule in early infancy, but superior in late infancy'3. The introduction of
intramuscular inactivated polio vaccine at 14 weeks of age in Nepal® has led to the rescheduling of the second priming dose of PCV10 to 10 weeks of age.

A randomised controlled trial was conducted in Nepalese infants comparing PCV10 priming at 6 and 10 weeks, with PCV10 priming at 6 and 14 weeks of age. Here we
address the large scale factors that have influenced study recruitment. In Nepal, prior to the start of enrolment in the study, over 400 earthquakes in April and May 2015
ed to population shifts between urban and rural regions as city dwellers moved back to be with their families in the villages. Additionally, a blockade at the Nepal-India
oorder due to a protest in the Terai region from September 2015 led to fuel and consumable shortages making it difficult for parents to attend immunization clinics.
~urther population shifts occurred during the Dashain festival (an annual Hindu festival during which many individuals leave the cities to be with their family in remote

———

villages).

* Total recruitment target was 152 infants in each study arm. — The number of participants enrolled each week. The recruitment rate

» Parents presenting with their infants (aged 40-60 days) for routine dropped following the blockade and the Dashain festival. The rate remained
immunizations were approached. low throughout the blockade and improved after the cessation of blockade.

* Infants with good health, whose parents were willing to give informed
consent and comply with all study requirements were enrolled.
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1 Y highlight the determination needed to deliver a vaccine trial in this setting.
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RESULTS

* The recruitment period was 21t Aug 2015 to 4t April 2016.
* The median recruitment rate was 9 infants per week (range of 1-19). REFERENCES
* There was an acute drop in recruitment following the blockade which included 1. Pradhan R, Shrestha U, Gautam SC, et al. (2012) Bloodstream infection in children presenting to a

general hospital outpatient clinic in urban Nepal. PLOS One 7(10): e47531.

period of Dashain festival, from a median recruitment rate of 13.5 per week in 2. Hamaluba M, Kandasamy R, Upreti SR, et al. (2015) Comparison of two-dose priming plus 9-month

the 6 weeks preceding to 5.5 per week in the 6 weeks following. booster with a standard three-dose priming schedule for a ten-valent pneumococcal conjugate vaccine

* Recruitment subsequently modestly increased to median 8 per week. in Nepalese infants: a randomised, controlled, open-label, non-inferiority trial. Lancet Infect Dis 15(4):
: : : . 405-14.

» After cessation of the blockade, recruitment rates increased to a median of 14

. 3. Hasman A, Raaijmakers H, Noble D (2014). Inactivated polio vaccine launch in Nepal: a public health
per week for the next five weeks. milestone. Lancet Glob Health 2(11): 627-628.

* A planned reduction in recruitment rate was introduced at the end of the
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