Table 2. Scheduled Patient Evaluations

	
	Study Day

	
	Screena
	0
	1
	2
	3b
	4b
	7±2
	8–29b
	30±2

	Written informed consent
	x
	
	
	
	
	
	
	
	

	Verify eligibility criteria
	x
	x
	
	
	
	
	
	
	

	RSV positive status confirmed
	x
	
	
	
	
	
	
	
	

	Complete medical history
	x
	
	
	
	
	
	
	
	

	Physical examination
	x
	
	
	
	
	
	
	
	

	Respiratory statusc
	
	x
	x
	x
	x
	x
	x
	x
	x

	Assignment of PID/randomization
	
	x
	
	
	
	
	
	
	

	Body weight
	
	x
	
	
	
	
	
	
	

	Study drug infusiond
	
	xe
	
	
	
	
	
	
	

	Update medical history
	
	x
	x
	x
	x
	x
	x
	
	x

	LRI scoref
	
	x
	x
	x
	x
	x
	x
	
	x

	Motavizumab serum concentrationg
	
	x
	
	x
	
	
	
	
	x

	Motavizumab immunogenicityh
	
	x
	
	
	
	
	
	
	xi

	Serum chemistryj, CBC, platelets; urinalysis
	
	xk
	
	
	
	
	x
	
	

	Nasal wash aspirate – RSV quantitationl
	
	x
	x
	x
	x
	x
	x
	
	x

	Nasal wash aspirate – motavizumab measurement
	
	x
	x
	x
	x
	x
	x
	
	x

	Nasal wash aspirate – RSV antigenm
	
	x
	x
	x
	
	
	x
	
	

	Nasal swab for RSV antigeng
	
	x
	
	
	
	
	
	
	

	Concomitant medicationsn
	
	x
	x
	x
	x
	x
	x
	x
	x

	Assessment of adverse eventso
	
	x
	x
	x
	x
	x
	x
	x
	x


CBC=complete blood count; LRI=lower respiratory infection; PID=patient identification number; RSV=respiratory syncytial virus.

a
Within 24 hours before randomization.

b
Evaluations for Study Days 3, 4, and 8-29 were to be carried out if the patient had not yet been discharged; evaluations for Study Days 0, 1, 2, 7, and 30 were required regardless of hospital status. 

c
Durations of hospitalization, supplemental oxygen use, mechanical ventilation, and ICU stay were recorded until discharge.

d
Temperature, blood pressure, heart rate, and respiratory rate were taken before study drug infusion, every 15 minutes during the infusion, at the end of the infusion, and every 30 minutes for 2 hours after infusion.

e
Study drug infusion was to be administered within 12 hours after randomization

f
LRI scores were a measure of symptom severity assigned by an experienced medical observer using a 6-point scale (0–5).1
g
Serum motavizumab antibody concentrations were determined using a validated enzyme-linked immunosorbent assay (ELISA); detection range: 1.56–50.0 μg/mL). Results were analyzed using Softmax Pro 3.1.2 software (Molecular Devices Corporation, Sunnyvale, CA). Samples with calculated concentrations below the lower limit of quantitation (LOQ) of the assay (<1.56 g/mL) were reported as <LOQ. The same capture ELISA, with reference standards and positive controls prepared in a 1:1 mixture of normal saline and M4 media (Remel, Inc., Lenexa, KS), was used for motavizumab detection (range: 0.391 to 25.0 µg/mL) in nasal washes.

h
Serum samples diluted 1:10 with optical density values in the assay greater than the lower threshold value were considered positive for antimotavizumab. The endpoint titer was defined as the highest serum dilution that yielded an optical density value greater than the lower threshold value (generated by motavizumab-naive sera). Because all samples were diluted 1:10 before performing the assay, 1:10 was the lowest dilution value for which a positive result was reported.

I
1 patient in the 3-mg/kg group was not assessed at study day 30.

j
Serum chemistry included alanine aminotransferase, aspartate aminotransferase, blood urea nitrogen, and creatinine.

k
Blood and urine samples were to be taken before start of study drug infusion

l
Quantitative nasal wash aspirates were taken at Study Day 0 (within 12 hours before dosing), and at 24±12 hour intervals from the time of dosing on Study Days 1, 2, 3, 4, and 7; and on Study Day 30. Nasal wash samples (3 ml) were collected using standard techniques2 and an equal volume of cold RSV stabilization media (EMEM, 7.5% sucrose, 25 mM HEPES, 1% L-glutamine, 1% penicillin/streptomycin) was immediately mixed with the patient’s secretions. Stabilized samples were placed on ice at the bedside and were subsequently frozen and stored ≤ −80(C until analysis.

m
RSV antigen was detected using the Binax NOW® RSV test assay kit (Binax, Inc., Scarborough, ME) in accordance with manufacturer’s instructions.

n
Information about concomitant medications, treatments, routine immunizations and the use of any medication to treat adverse events were recorded through 30 days after dosing.

o
All adverse events, including site of infusion reactions, and serious adverse events were monitored from the start of study drug infusion through 30 days after dosing.
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