         Table 28 Definition of Early Life Positive or Negative OM History in Assessing Long-term Speech and Language Development

	ID#


	Author

Year
	Definition of Positive/Negative OM History
	Definition of OM
	OM Diagnosis Method

	877
	Black

1993
	OM History defined by number of episodes of OM within the first year of life documented by otologic examination.

· Positive OM History: At least 2 episodes of OM within the first year.  A child could receive credit for only one bout of OM within each 29-day period.

· Negative OM History: Had not experienced otitis media during first year of life
	Not provided
	· Based on otologic examination

· Examiner not provided

	1219
	Feagans

1987
	OM History described by frequency and duration of OM from 0 to 3 years.  They were treated as continuous variables for correlation with outcome. No grouping of children by positive or negative history was done.

· Frequency was calculated by counting the number of different episodes

· Duration was calculated by counting the total number of days the child had effusion during the first 36 months of life.
	Not provided.
	· Based on pneumatic otoscopy. Beginning 1978 tympanometry was used to corroborate the diagnosis

· OM diagnosed by two pediatricians and two nurse practitioners
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	Definition of OM
	OM Diagnosis Method

	1255
	Fischler

1985
	OM History defined by number of OM episodes by age 2 years and over age 2.

· The study defined three groups of children by OM history by number of episodes before and after age 2.

· For our assessment, we used groups 1 and 2 as positive OM history, i.e. (>=2 attacks by age 2) and group 3 as negative OM history  (<2 attacks by age 2).


	Any mention of one of the following:

· Acute suppurative OM: history of ear pain or fussiness with or without fever or ear drainage (less than 5 days), and physical evidence of redness with or without immobility, bulging, or a small perforation of the TM.

· Serous OM: history of ear fullness, popping, or hearing loss, or an asymptomatic history; and physical evidence of TM retraction and/or immobility, with or without gray or yellow color or bubbles behind the TM

· Chronic OM: history of ear drainage and perforation present for more than two weeks; and physical evidence of perforation.
	· By medical record review of documented physician's clinical diagnosis.



	1277
	Freeark

1992
	OM history severity defined by a) number of separate episodes of OM and b) total number of days of effusion over the first 3 years of life.

· High OM: above median of OM severity 

· Low OM: below median of OM severity
	Not specified
	· By whom, not specified; How diagnosed, not specified.  (OM history obtained from medical records).

	1373
	Gravel

1992
	OM groups were defined by otoscopic histories during the first year of life.

· OM positive: when bilateral OM was detected at 30% or more of the baby’s first year visits.

· OM negative: when middle ear status was rated as normal in both ears during 80% or more of the first year visits.
	Not specified
	· Pediatric nurse practitioners completed pneumo-otoscopic examinations during each scheduled well-baby visit
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	4728
	Gravel

1996
	Same as 1373
	Same as 1373
	Same as 1373

	1435
	Harsten

1993
	OM groups were defined by the number of AOM episodes during the first 3 years of life.

· OM positive: developed six or more episodes of AOM during a 12-month period.

· OM negative: no AOM episodes and less than six other acute respiratory tract infections.
	· AOM was defined as an acute episode of earache in a child with red bulging eardrum(s) or purulent discharge, occasionally febrile and with signs of upper respiratory tract infection.
	· By otomicropscopy performed by an otolaryngologist

	1623
	Kaplan

1973
	OM groups were based on age of onset of first episode of otorrhea.

· The study defined 3 groups: group 1-onset of first otorrhea episode during first year of life; group 2-onset of first otorrhea episode at 2-10 years, and group 3-no  history of OM

· For our assessment, we used group 1 as positive OM history and group 3 as negative OM history.
	· Used only episodes of OM with otorrhea.
	· A research nurse visited the cohort children and obtained information concerning middle ear abnormality and upper respiratory tract illness and reviewed medical records for status between visits.

	4651
	Klein

1988
	OM history was measured by time spent with effusion during the first 2 years of life and used a ‘window’ of 23 days to each observation of effusion, whether accompanied by signs of illness or not.  It could be shortened or extended by multiple examinations.

· Group 1: time spent with effusion <32 days during first 2 years of life.

· Group 2: time spent with effusion between 33-108 days during first 2 years of life.

· Group 3: time spent with effusion >108 days.
	· Criteria for effusion: otorrhea, gas-liquid levels visible on otoscopy or marked reduction of mobility.  Tympanometric criterion: type B curve.
	· By pediatricians using pneumatic otoscopy until age 3 and both pneumatic otoscopy and tympanometry in years 4 through 7.
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	1941
	Mody

1999
	OM history defined by pneumatic otoscopy findings during first year of life

· OM positive: children who had 30% or more of the 13 first-year visits with OM bilaterally

· OM negative: children who had 80% or more of the 13 first-year visits with normal middle ear findings bilaterally.
	· Used a 9-item otoscopic checklist to determine “clear”, “suspicious,” or “positive” for OM
	· By trained and validated pediatric nurse practitioner using a pneumatic otoscope under the supervision of a pediatric otolaryngologist.  

· The PNP recorded a description of TM characteristics for each ear, using a 9-item otoscopic checklist and made the determination of “clear,” “suspicious,” or “positive” for OM.

	4675
	Owen

1996
	OME history was measured by days or duration with OME durng the first 3 years of life.  Middle ear status was monitored by home visits every 2 to 4 weeks, irrespective of symptoms for the first 3 years of life.

· At each visit, each ear received a diagnosis of normal or OME.  If two consecutive visits showed OME, the intervening days were counted as days with OME.   If one visit showed OME and the next normal status, or vice versa, half of the intervening days were counted as days with OME.  OME duration was defined as the proportion time a subject spent with OME (total OME days divided by total days) in the period examined.  

· Subjects who experienced 6 continuous weeks of OME in the first year of life were identified as at high risk.
	· OME diagnosis was based on type B tympanogram or >= 5 acoustic reflectivity or visible purulent otorrhea without an otoscope.
	· By trained technicians using automated screening tympanometers with a 26 Hz probe tone.  Acoustic reflectivity was also measured using acoustic otoscope at 30% of visits.  
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	2135
	Paul

1993
	OM history was measured by middle ear involvement defined as either the placement of myringotomy tubes or the presence of six or more ear infections treated by a physician before the second birthday by parent report.

· Positive OM: had middle ear involvement

· Negative OM: lack of such middle ear involvement
	· Based on parental reporting
	· Based on parental reporting

	4657
	Roberts

1986
	OM history was based on total OME duration in days during first 3 years of life.  Duration of each episode of unilateral and bilateral was calculated by subtracting the data of onset of OME from the resolution date.  Days of total OME was analyzed both as a continuous and categorical variable. 

· Group 1: days with total OME representing the lower third of the subjects

· Group 2: days with total OME representing the middle third of the subjects

· Group 3: days with total OME representing the upper third of the subjects.
	· When middle ear fluid was seen or when the mobility of the tympanic membrane was markedly reduced or absent, OME was diagnosed.

· Type B tympanograms with a flat or gradually rising shape were considered indicative of OME.

· Type C tympanograms showing a maximum compliance of less than
–100 mm H2O were considered indicative of negative middle ear pressure and of an increase likelihood of effusion
	· By pediatricians and pediatric nurse practitioners based on pneumatic otoscopy.  60% of the time tympanometry was used to corroborate the OME diagnosis.

	4656
	Roberts

1989
	Same as 4657
	Same as 4657
	Same as 4657

	3118,

4806
	Roberts

1988
	Same as 4657
	Same as 4657
	Same as 4657

	3117
	Roberts

1991
	Same as 4657
	Same as 4657
	Same as 4657

	4318
	Roberts

1995
	Same as 4657
	Same as 4657
	Same as 4657


                Table 28 (Continued)

	ID#


	Author

Year
	Definition of Positive/Negative OM History
	Definition of OM
	OM Diagnosis Method

	2295
	Ruben

1997
	OM history was based on the findings of pneumatic otoscopy at every scheduled and sick visit during the first year of life

· The OM – group were those who were bilaterally free of OM at 80% or more of their first year visits and had no more than one episode of OM during the first year.

· The OM+ group had bilateral OM at 30% or more of their first year visits, and had from 2 to 6 episodes during the first year.
	Not specified
	· Pneumatic otoscopy by a trained and validated pediatric nurse practitioner.

	2583
	Teele

1990
	OM history was measured by the number of days with middle ear effusion (MEE) by age 3 years.  Unless documented to be shorter, each episode of MEE lasted 29 days.
	· Diagnosis of  MEE required either visualization of a gas-liquid mixture through an intact tympanic memberane, otorrhea, or marked reduction in mobility of the TM to both positive and negative pressure.

· Children whose TM(s) showed reduced mobility in response to positive pressure and normal mobility to negative pressure were considered to have only subatmospheric middle ear pressure.

· The criteria for effusion using tympanometric devices included a tracing that showed no peak or a tracing that sagged below the baseline (for model 1720B)
	· In private practice, three board-certified pediatricians performed 81% of all exams; in urban health center three board-certified pediatricians performed 66% of all exams.

· Each center used otoadmittance meters, initially a Grason-Stadler model 1720B.  Later, for children 4-7 years, used a Grason-Stadler model 1722.

· To resolve ambiguous diagnoses, otoadmittance was used sporadically at 0-3 years of age, but frequently at 4-7 years.
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