ABSTRACT

Reduction of influenza illness in young infants

 by maternal immunization with influenza vaccine.
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Background:  Influenza immunization of pregnant women in the third trimester is recommended in the USA; there appears to be no prospective evaluation of this strategy and its effect on illness in women and their infants. We conducted a randomized controlled trial to assess the effect of influenza immunization in pregnant women on influenza- like illness in mothers and young infants. 

Methods: We randomized 340 pregnant women in the third trimester to receive trivalent inactivated influenza (FLU) vaccine (2004 southern hemisphere formulation) or pneumococcal polysaccharide (PPS) vaccine as the control in Dhaka, Bangladesh.  Mothers and their infants were followed for 6 months after birth with weekly home interviews to record illnesses, and were encouraged to attend a study clinic for febrile illnesses, with testing for influenza virus antigen by Zstat® rapid test. An independent DSMB reviewed adverse events and safety data.

Results:  The study groups were well balanced in all measured variables. Surveillance for illness extended from Aug 2004 through Nov 2005, for 8,118 child weeks (155 child-years) and 9,650 maternal weeks (185 PY); influenza was detected each of the 10 months from Jan through Oct 2005.   25/136 (18%) influenza tests were positive in infants, 18 in the PPS group, and 7 in the FLU group (IRR = 0.39; 95% CL 0.16 to 0.91).  Serologic data is pending. In the table, illness data for the two vaccine groups were compared, using incidence risk ratios (IRR).

	
	Infants
	
	Mothers 

	Illness
	FLU
	PPS
	IRR
	95% CL
	
	FLU
	PPS
	IRR 
	95% CL 

	Resp+fever 
	136
	222
	0.61
	0.48-0.78
	
	67
	88
	0.76
	0.60-0.96

	Diarrhea
	204
	186
	1.08
	0.89-1.32
	
	67
	51
	1.31
	1.03-1.87


Conclusion: Inactivated influenza vaccine in pregnant mothers has a substantial impact on proven influenza, and all febrile respiratory illness, but not diarrheal illness, in both mothers and infants. Annual influenza outbreaks in tropical regions can have a long duration, but mothers plus young infants show a considerable benefit from maternal immunization, up to 6 months post partum. 
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