Author(s): RPR/AT
Date: 2015-03-03
Question: Should education of clinicians about pain management prior to the vaccination day vs no treatment be used for reducing vaccine injection pain?
Settings: public health clinics
Bibliography: Chan 2013
	Quality assessment
	No of patients
	Effect
	Quality
	Importance

	No of studies
	Design
	Risk of bias
	Inconsistency
	Indirectness
	Imprecision
	Other considerations
	Education of clinicians about pain management prior to the vaccination day
	No treatment
	Relative (95% CI)
	Absolute
	
	

	Use of Interventions1,2 (measured with: checklist of pain interventions used by clinician; Better indicated by higher values)

	1
	randomised trials
	very serious3
	no serious inconsistency
	no serious indirectness
	no serious imprecision
	none
	237
	222
	-
	SMD 0.66
higher (0.47 to
0.85 higher)1,2
	
LOW
	CRITICAL

	Clinician Satisfaction4 (assessed with: validated tool (5-point Likert scale of satisfaction with pain management) )

	1
	randomised trials
	very serious3
	no serious inconsistency
	no serious indirectness
	serious5
	none
	-
	0%
	not pooled4
	not pooled4
	 VERY LOW
	IMPORTANT

	Clinician Acceptability6 (measured with: validated tool (questionnaire for acceptance of pain interventions, 0-4); Better indicated by higher values)

	1
	randomised trials
	very serious3
	no serious inconsistency
	no serious indirectness
	serious5
	none
	27
	16
	-
	SMD 0.65
higher (0.01 to
1.28 higher)6
	 VERY LOW
	IMPORTANT

	Pain, Fear, Distress, Procedure Outcomes, Parent Fear, Vaccine Compliance, Preference, Satisfaction (assessed with: no data were identified for these important outcomes)

	0
	No evidence available
	
	
	
	
	none
	-
	-
	-
	-
	
	IMPORTANT

	
	
	
	
	
	
	
	
	0%
	
	-
	
	


1 Data represent difference from baseline in number of new pain interventions used during vaccine injections between the intervention and no treatment groups
2 Sample size used for intervention group was 237; sample size used for no treatment group was 222
3 Immunizers not blinded; outcome assessors not blinded; difference between groups in age distribution of children and baseline measures between intervention and control groups
4 Percentage of satisfied clinicians significantly higher in intervention group compared to no treatment group controlling for baseline satisfaction
5 Sample size was below the recommended optimum information size (OIS) of 400 for an effect size of 0.2
6 Willingness to use new interventions significantly higher for preparation group compared to no treatment group correcting for baseline
Author(s): CMM/MN/RPR/AT
Date: 2015-04-11
Question: Should parent presence vs absence be used for reducing vaccine injection pain in children 0 - 10 years?

Settings: clinic
Bibliography: Broome 1989, Gonzalez 1989, O'Laughlin 1995 (2), Shaw 1982 (1,2)

	Quality assessment
	No of patients
	Effect
	Quality
	Importance

	No of studies
	Design
	Risk of bias
	Inconsistency
	Indirectness
	Imprecision
	Other considerations
	Parent presence
	Absence
	Relative (95% CI)
	Absolute
	
	

	Pain, Fear (assessed with: no data were identified for these critically important outcomes1)

	0
	No evidence available
	
	
	
	
	none
	-
	-
	-
	-
	
	CRITICAL

	
	
	
	
	
	
	
	
	0%
	
	-
	
	

	Distress Pre-procedure 2 (measured with: validated tools (Observation Scale of Behavioral Distress unclear range, Frankl behavioural rating scale 1-5) by researchers;
Better indicated by lower values)

	2
	randomised trials
	very serious3
	no serious inconsistency
	no serious indirectness
	serious4
	none
	33
	34
	-
	SMD 0.85 lower
(1.35 to 0.35
lower)2
	 VERY LOW
	IMPORTANT1

	Distress Pre-procedure + Acute5 (measured with: validated tool (Frankl behavioural rating scale modified 1-5) by researchers; Better indicated by lower values)

	1
	randomised trials
	very serious6
	no serious inconsistency
	no serious indirectness
	serious4
	none
	0
	-
	-5
	not pooled5
	 VERY LOW
	IMPORTANT

	Distress Acute7 (measured with: validated tools (Observation Scale of Behavioral Distress, Frankl behavioural rating scale) by researchers; Better indicated by lower
values)

	1
	randomised trials
	very serious6
	no serious inconsistency
	no serious indirectness
	serious4
	none
	20
	20
	-
	SMD 1.43 higher
(0.41 to 2.46
higher)7
	 VERY LOW
	IMPORTANT1

	Distress Acute + Recovery8 (measured with: validated tool (Observation Scale of Behavioral Distress unclear range, Frankl behavioural rating scale 1-5) by researchers;
Better indicated by lower values)


	1
	randomised trials
	very serious3
	no serious inconsistency
	no serious indirectness
	serious4
	none
	0
	-
	-8
	not pooled8
	 VERY LOW
	IMPORTANT

	Distress Pre-procedure + Acute + Recovery9 (measured with: validated tools (behaviours from Observation Scale of Behavioral Distress various ranges, Global Rating Scale 1-9) by researchers and immunizers; Better indicated by lower values)

	1
	randomised trials
	very serious6
	no serious inconsistency
	no serious indirectness
	serious4
	none
	11
	9
	-
	SMD 1.52 higher
(0.49 to 2.54
higher)9
	 VERY LOW
	IMPORTANT

	Distress Recovery10 (measured with: validated tools (Observation Scale of Behavioral Distress unclear range, Frankl behavioural rating scale 1-5) by researchers; Better indicated by lower values)

	2
	randomised trials
	very serious3
	no serious inconsistency
	no serious indirectness
	serious4
	none
	10
	10
	-
	SMD 1.50 higher
(0.48 to 2.52
higher)10
	 VERY LOW
	IMPORTANT1

	Child Preference11 (assessed with: question to children about what they prefer)

	1
	randomised trials
	very serious6,12
	no serious inconsistency
	no serious indirectness
	serious4
	none
	-
	-
	-11
	-
	 VERY LOW
	IMPORTANT

	
	
	
	
	
	
	
	
	0%
	
	-
	
	

	Procedure Outcomes, Parent Fear, Vaccine Compliance, Memory, Preference, Satisfaction (assessed with: no data were identified for these important outcomes)

	0
	No evidence available
	
	
	
	
	none
	-
	-
	-
	-
	
	IMPORTANT

	
	
	
	
	
	
	
	
	0%
	
	-
	
	


1 In Shaw 1982 (1), distress was a critical outcome
2 Data pooled for 2 studies [Shaw 1982 (1), Gonzalez 1989]; children in the parent absent group showed more distress when the parent left the room (before the procedure) compared to children in the parent present group whose parents stayed in the room (statistically significant). No difference was observed in Shaw 1982 (2); however, data not provided and not clear how absence of these data might have affected overall results.

3 Immunizer, child, parent, observer not blinded: outcome assessors not consistently blinded; selective outcome reporting

4 Sample size was below the recommended optimum information size (OIS) of 400 for an effect size of 0.2

5 Data could not be pooled: in Broome (1989), there was no difference in distress shown by children in the parent present versus parent absent group.

6 Immunizer, child, parent, observer not blinded; outcome assessor not blinded; selective outcome reporting

7 In Shaw 1982, analysis (1) includes younger children (18 months), and analysis (2) includes older children (5 years).

8 Data could not be pooled: in Gonzalez (1989), there was no difference in distress shown by children in the parent present versus parent absent group.

9 Selective data reporting from included study by O'Laughlin (1995). There was no difference in non-verbal distress, resistant distress, observer and immunizer global rating of distress between groups; however, there were differences in child expressive distress with children in parent present group showing more distress than children in parent absent group: SMD 1.52, 95% Confidence Interval: 0.49, 2.52.

10 Selective outcome reporting from included study by Shaw 1982 (2). In Shaw 1982 (1), there was no difference in distress shown by children in the parent present vs parent absent group; however, in Shaw 1982 (2)], children in the parent present group showed more distress than children in the parent absent group: SMD 1.50 (95% CI 0.48, 2.52). No data reported by Gonzalez 1989 for this outcome.

11 12/14 children (86%) asked preferred to have parent present at their next injections

12 Only 14 children asked out of total sample of 47 (age range, 1-7 years)

Author(s): RPR/AT
Date: 2015-03-08
Question: Should education of parents prior to the vaccination day in pain management techniques vs no treatment be used in reducing vaccine injection pain in children 0 - 17 years?1,2,3,4,5
Settings: clinic, hospital
Bibliography: Bustos 2008, Cramer-Berness 2005 a (1,2), Taddio 2015 (2) (Parikh 2014 thesis), Taddio 2014, Taddio 2014 b

	Quality assessment
	No of patients
	Effect
	Quality
	Importance

	No of studies
	Design
	Risk of bias
	Inconsistency
	Indirectness
	Imprecision
	Other considerations
	Education of parents prior to the vaccination day in pain management techniques
	No treatment
	Relative (95% CI)
	Absolute
	
	

	Parent Use of Intervention Pre-procedure6,7 (measured with: validated tool (observation) by researcher; Better indicated by higher values)

	1
	randomised trials
	serious8
	no serious inconsistency
	no serious indirectness
	serious9
	none
	25
	25
	-
	SMD 0.83
higher (0.25
to 1.41 higher)6,7
	
LOW
	CRITICAL

	Parent Use of Intervention6 (measured with: validated tool (questionnaire) administered by researcher; Better indicated by higher values)

	1
	randomised trials
	no serious risk of bias10
	no serious inconsistency
	no serious indirectness
	serious9
	none
	92
	86
	-
	SMD 0.28
higher (0.01
lower to 0.58 higher)
	
MODERATE
	CRITICAL

	Parent Use of Intervention (yes/no) (assessed with: validated tools (questionnaire and direct observation) by researcher)

	2
	randomised
	serious11
	no serious
	no serious
	serious12
	none
	71/148
	36/152
	RR 2.08
	256 more per
	
	CRITICAL


	
	trials
	
	inconsistency
	indirectness
	
	
	(48%)
	(23.7%)
	(1.51 to
	1000 (from
	LOW
	

	
	
	
	
	
	
	
	
	
	2.86)
	121 more to
	
	

	
	
	
	
	
	
	
	
	
	
	441 more)
	
	

	Distress Acute + Recovery7 (measured with: validated tool (cry duration) by researcher; Better indicated by lower values)

	1
	randomised
	serious11
	no serious
	no serious
	serious9
	none
	60
	66
	-
	SMD 0.04
lower (0.39
	
	CRITICAL


	
	trials
	
	inconsistency
	indirectness
	
	
	
	
	
	lower to 0.31 higher)7
	LOW
	

	Distress Acute7 (measured with: validated tool (Modified Behavioural Distress Scale 0-10, Neonatal Facial Coding System 0-30, Numerical Rating Scale 0-10, cry duration
0-60) by researcher, parent; Better indicated by lower values)

	3
	randomised trials
	serious13
	no serious inconsistency
	no serious indirectness
	serious12
	none
	173
	177
	-
	SMD 0.35
lower (0.57 to
0.13 lower)7
	
LOW
	CRITICAL

	Parent Satisfaction14 (measured with: validated tool (Likert scale 0-4); Better indicated by higher values)

	1
	randomised trials
	serious11
	no serious inconsistency
	no serious indirectness
	serious12
	none
	88
	86
	-
	SMD 0.37
lower (0.67 to
0.07 lower)14
	
LOW
	IMPORTANT

	Parent Satisfaction (yes/no) (assessed with: validated tool (Likert scale 0-4 dichotomized to yes/no) administered by researcher)

	1
	randomised trials
	serious11
	no serious inconsistency
	no serious indirectness
	serious9
	none
	39/60 (65%)
	42/66 (63.6%)
	RR 1.06
(0.51 to
2.2)
	38 more per
1000 (from
312 fewer to
764 more)
	
LOW
	IMPORTANT

	
	
	
	
	
	
	
	
	0%
	
	-
	
	

	Parent Knowledge (measured with: validated tool (questionnaire) administered by researcher; Better indicated by higher values)

	1
	randomised trials
	no serious risk of bias10
	no serious inconsistency
	no serious indirectness
	serious9
	none
	92
	86
	-
	SMD 0.23
higher (0.07
lower to 0.52 higher)
	
MODERATE
	IMPORTANT

	Parent Knowledge of breastfeeding (yes/no) (assessed with: validated tool (questionnaire) administered by researcher)

	1
	randomised trials
	serious11
	no serious inconsistency
	no serious indirectness
	serious12
	none
	62/88 (70.5%)
	31/86 (36%)
	RR 1.95
(1.43 to
2.67)
	342 more per
1000 (from
155 more to
602 more)
	
LOW
	IMPORTANT

	
	
	
	
	
	
	
	
	0%
	
	-
	
	

	Parent Knowledge of Sugar water (yes/no) (assessed with: validated tool (questionnaire) administered by researcher)


	1
	randomised trials
	serious11
	no serious inconsistency
	no serious indirectness
	serious12
	none
	45/88 (51.1%)
	21/86 (24.4%)
	RR 2.09
(1.37 to
3.2)
	266 more per
1000 (from 90
more to 537 more)
	
LOW
	IMPORTANT

	
	
	
	
	
	
	
	
	0%
	
	-
	
	

	Parent Knowledge of Topical anesthetics (yes/no) (assessed with: validated tool (questionnaire) administered by researcher)

	1
	randomised trials
	serious11
	no serious inconsistency
	no serious indirectness
	serious12
	none
	68/88 (77.3%)
	43/86 (50%)
	RR 1.55
(1.22 to
1.96)
	275 more per
1000 (from
110 more to
480 more)
	
LOW
	IMPORTANT

	
	
	
	
	
	
	
	
	0%
	
	-
	
	

	Pain, Fear (assessed with: no data were identified for these critically important outcomes - all included studies were in young children unable to provide self-report)

	0
	No evidence available
	
	
	
	
	none
	-
	-
	-
	-
	
	CRITICAL

	
	
	
	
	
	
	
	
	0%
	
	-
	
	

	Procedure Outcomes, Parent Fear, Vaccine Compliance, Memory, Preference (assessed with: no data were identified for these important outcomes)

	0
	No evidence available
	
	
	
	
	none
	-
	-
	-
	-
	
	IMPORTANT

	
	
	
	
	
	
	
	
	0%
	
	-
	
	


1 In study by Bustos (2008), parents in the intervention group (education) were given a pamphlet with information about 3 types of behaviours (non-procedural talk, prompts for coping,

humor/light-hearted comments) and asked to read it 1-2 days before vaccination

2 In study by Taddio (2015), parents in the intervention group (education) reviewed a pamphlet and video instructing them about different pain management techniques (breastfeeding, holding, sugar water, topical anesthetics) at prior vaccinations 2 months beforehand; posters were on the walls on the day of vaccination.

3 In study by Taddio (2014 b), parents in the intervention group (education) were instructed at the prenatal class about different pain management techniques (focus on breastfeeding,

sugar water, topical anesthetics) using a pamphlet, video, demonstration/practice and question and answer period. Data were collected after 2 month infant vaccination.

4 In study by Taddio (2014), parents in the intervention group (education) received a pamphlet about pain management in the hospital discharge package after the birth of their infant without any attention drawn to it. Data were collected after 2 month infant vaccination.
5 In study by Cramer-Berness (2005 a), mothers in the intervention (education) group were verbally instructed in either distraction with toys and reminded to use the toys during the

procedure (analysis (1)) or in supportive care whereby they dialoged about what parents normally do to reduce infant distress and they were encouraged to utilize these comforting techniques (analysis (2)) and there were follow-up vaccinations approximately 3 months after the education.

6 Scores not standardized for this outcome

7 In study by Cramer-Berness (2005 a), approximately 50% (n=61) of participants were included and although no summary statistics were provided, no differences were reported in measures of infant distress, parent fear and parent use of interventions.

8 Parent not blinded; unclear if immunizer and researcher blinded; outcome assessor blinded

9 Confidence intervals cross the line of nonsignificance and the sample size was below the recommended optimum information size (OIS) of 400 for an effect size of 0.2

10 Parent blinded; outcome assessor blinded; however, only 1 intervention and 1 control site for this cluster trial

11 Immunizer, educator not blinded; outcome assessor, however, blinded

12 Sample size was below the recommended optimum information size (OIS) of 400 for an effect size of 0.2

13 Immunizer, educator not blinded; parent not consistently blinded; outcome assessor, however, blinded

14 Mothers in the intervention group reported less satisfaction; inability to carry out intended pain management interventions may have contributed to reduced satisfaction
Author(s): RPR/AT
Date: 2015-03-23
Question: Should education of parents on the vaccination day in pain management techniques vs no treatment/control be used for reducing vaccine injection pain in children 0 - 17 years?1,2,3,4
Settings: hospital, clinic
Bibliography: Cohen 2015 (2), Cramer-Berness 2005 a (1,2), Taddio 2015 (1) (Parikh 2014 thesis), Felt 2000

	Quality assessment
	No of patients
	Effect
	Quality
	Importance

	No of studies
	Design
	Risk of bias
	Inconsistency
	Indirectness
	Imprecision
	Other considerations
	Education of parents on the vaccination day in pain management techniques
	No treatment/control
	Relative (95% CI)
	Absolute
	
	

	Parent Use of Intervention5 (measured with: validated tool (scale 0-4, Behaviour coding 0-1) by researcher; Better indicated by higher values)

	2
	randomised trials
	serious6
	no serious inconsistency
	no serious indirectness
	serious7
	none
	112
	71
	-
	SMD 1.02
higher (0.22
to 1.83 higher)5
	
LOW
	CRITICAL

	Parent Use of intervention (yes/no) (assessed with: validated tool (checklist, yes/no) by researcher)

	2
	randomised trials
	very serious8
	no serious inconsistency
	no serious indirectness
	serious7
	none
	91/122 (74.6%)
	34/117 (29.1%)
	RR 2.42
(1.47 to
3.99)
	413 more per
1000 (from
137 more to
869 more)
	 VERY LOW
	CRITICAL

	Child Use of Intervention (measured with: validated tool (Behaviour coding) by researcher; Better indicated by higher values)

	1
	randomised trials
	serious9
	no serious inconsistency
	no serious indirectness
	serious7
	none
	30
	30
	-
	SMD 1.93
higher (1.31
to 2.55 higher)
	
LOW
	CRITICAL

	Pain (measured with: validated tool (Faces Pain Scale-Revised 0-100) ; Better indicated by lower values)

	1
	randomised
	serious10
	no serious
	no serious
	serious11
	none
	30
	30
	-
	MD 1.12
higher (0.57
	
	CRITICAL


	
	trials
	
	inconsistency
	indirectness
	
	
	
	
	
	to 1.67 higher)
	LOW
	

	Distress Acute (measured with: validated tools (Modified Behavioural Pain Scale 0-10, Visual Analog Scale 0-10) by researcher/parent; Better indicated by lower values)

	4
	randomised trials
	very serious8
	no serious inconsistency12
	no serious indirectness
	serious13
	none
	234
	188
	-
	SMD 0.05
higher (0.89
lower to 0.99 higher)
	 VERY LOW
	CRITICAL

	Distress Acute + Recovery (measured with: validated tools (Modified Behavioral Pain Scale 0-3, cry duration) by researcher; Better indicated by lower values)

	2
	randomised trials
	serious14
	no serious inconsistency12
	no serious indirectness
	serious11
	none
	162
	121
	-
	SMD 0.23
lower (0.66
lower to 0.2 higher)
	
LOW
	CRITICAL

	Distress Pre-procedure + Acute + Recovery (measured with: validated tool (Modified Behavioral Pain Scale 0-3, Behaviour coding) by researcher; Better indicated by lower values)

	3
	randomised trials
	very serious8
	no serious inconsistency
	no serious indirectness
	serious7
	none
	154
	108
	-
	SMD 0.48
lower (0.82 to
0.15 lower)
	 VERY LOW
	CRITICAL

	Distress (Pre-procedure) (measured with: validated tool (Modified Behavioral Pain Scale 0-3, Visual Analog Scale 0-10) by researcher and parent; Better indicated by lower values)

	1
	randomised trials
	serious15
	no serious inconsistency
	no serious indirectness
	serious11
	none
	82
	41
	-
	SMD 0.18
lower (0.55
lower to 0.2 higher)
	
LOW
	CRITICAL

	Parent Fear (Pre-procedure) (measured with: validated tool (Visual Analog Scale 0-100); Better indicated by lower values)

	1
	randomised trials1
	serious6
	no serious inconsistency
	no serious indirectness
	serious11
	none
	82
	41
	-
	SMD 0.14
lower (0.52
lower to 0.23 higher)
	
LOW
	IMPORTANT

	Parent Fear (measured with: validated tool (Visual Analog Scale 0-100); Better indicated by lower values)


	1
	randomised trials
	serious15
	no serious inconsistency
	no serious indirectness
	serious11
	none
	82
	41
	-
	SMD 0.34
lower (0.72
lower to 0.04 higher)
	
LOW
	IMPORTANT

	Parent Satisfaction (assessed with: validated tool (Likert scale, yes/no))

	1
	randomised
	serious15
	no serious
	no serious
	serious7
	none
	57/80
	41/80
	RR 1.39
	200 more per
	
	IMPORTANT

	
	trials
	
	inconsistency
	indirectness
	
	
	(71.3%)
	(51.3%)
	(1.08 to
	1000 (from 41
	LOW
	

	
	
	
	
	
	
	
	
	
	1.79)
	more to 405
	
	

	
	
	
	
	
	
	
	
	
	
	more)
	
	

	Fear (assessed with: no data were identified for this critically important outcome)

	0
	No evidence available
	
	
	
	
	none
	-
	-
	-
	-
	
	CRITICAL

	
	
	
	
	
	
	
	
	0%
	
	-
	
	

	Procedure Outcomes, Vaccine Compliance, Memory, Preference (assessed with: no data were identified for these important outcomes)

	0
	No evidence available
	
	
	
	
	none
	-
	-
	-
	-
	
	IMPORTANT

	
	
	
	
	
	
	
	
	0%
	
	-
	
	


1 In study by Cramer-Berness (2005 a), mothers in the intervention (education) group were verbally instructed in distraction with toys and reminded to use the toys during the

procedure (analysis (1)) or in supportive care whereby they dialoged about what parents normally do to reduce infant distress and they were encouraged to utilize these comforting techniques (analysis (2)).

2 In study by Taddio (2015), parents in the intervention group (education) reviewed a pamphlet and video instructing them about different pain management techniques (breastfeeding,

holding, sugar water, topical anesthetics)

3 In study by Felt (2000), parents in the intervention group (education) reviewed a pamphlet instructing them about different pain management techniques (visual, auditory, oral, kinesthetic)

4 In study by Cohen 2015 (2), parents in the education condition viewed a computer program "Bear Essentials" including information about the effect of different parent behaviors

(helpful interventions included distraction, praise, humor, playing with child)

5 Included scores not standardized to the same scale

6 Immunizer, parent and researcher not consistently blinded; unclear if outcome assessor consistently blinded

7 Sample size was below the recommended optimum information size (OIS) of 400 for an effect size of 0.2

8 Not consistently randomized; parents and immunizers not clearly consistently blinded

9 Immunizer, parent, child unblinded; unclear if outcome assessor blinded

10 Immunizer, parent, child not blinded; outcome assessor not blinded

11 Confidence interval crosses line of nonsignificance and sample size was below the recommended optimum information size (OIS) of 400 for an effect size of 0.2

12 Heterogeneity may be explained by variability in child age and interventions

13 Confidence interval crosses the line of nonsignificance and includes appreciable benefit

14 Immunizer, parent and researcher not consistently blinded

15 Immunizer not blinded

Author(s): KAB/RPR/AT
Date: 2015-03-24
Question: Should education of individuals on the day of vaccination vs no treatment be used for reducing vaccine injection pain in children > 3 years and adults?

Settings: school
Bibliography: Klingman 1985 (1,2)
	Quality assessment
	No of patients
	Effect
	Quality
	Importance

	No of studies
	Design
	Risk of bias
	Inconsistency
	Indirectness
	Imprecision
	Other considerations
	Education of individuals on the day of vaccination
	No treatment
	Relative (95% CI)
	Absolute
	
	

	Fear Pre-procedure 1 (measured with: validated tool (State Anxiety Inventory for Children 20-60)2; Better indicated by lower values)

	1
	randomised trials3
	very serious4,5
	no serious inconsistency
	no serious indirectness
	serious6
	none
	34
	17
	-
	SMD 0.67 lower
(1.28 to 0.07
lower)1
	 VERY LOW
	CRITICAL

	Fear 1 (measured with: validated tool (State Anxiety Inventory for Children 20-60); Better indicated by lower values)

	1
	randomised trials
	very serious4
	no serious inconsistency
	no serious indirectness
	serious7
	none
	34
	17
	-
	SMD 0.63 lower
(1.62 lower to
0.36 higher)1
	 VERY LOW
	CRITICAL

	Distress Acute + Recovery1 (measured with: validated tool (Numerical Rating Scale 1-10, Likert cooperation scale 1-5) by researcher and clinician; Better indicated by
lower values)

	1
	randomised trials
	very serious4
	no serious inconsistency
	no serious indirectness
	serious7
	none
	34
	17
	-
	SMD 0.51 lower
(1 lower to 0.08 higher)1
	 VERY LOW
	IMPORTANT

	Pain (assessed with: no data were identified for this critically important outcome)

	0
	No evidence available
	
	
	
	
	none
	-
	-
	-
	-
	
	CRITICAL

	Use of Interventions, Procedure Outcomes, Parent Fear, Vaccine Compliance, Memory, Preference, Satisfaction (assessed with: no data were identified for these important outcomes)


	0
	No evidence available
	
	
	
	
	none
	-
	-
	-
	-
	
	IMPORTANT

	
	
	
	
	
	
	
	
	0%
	
	-
	
	


1 Sample size was assumed to be 17/group; for No treatment group, sample size was divided by 2

2 Fear was assessed AFTER intervention (i.e., education) and BEFORE procedure

3 In included study (Klingman 1985), the intervention in analysis (1) included education and practice and the intervention in analysis (2) included education and question and answer period.

4 Child not blinded and selective outcome reporting

5 Unclear whether contamination occurred as children vaccinated in groups of 5

6 Sample size was below the recommended optimum information size (OIS) of 400 for an effect size of 0.2

7 Confidence interval crosses the line of nonsignificance and sample size was below the recommended optimum information size (OIS) of 400 for an effect size of 0.2

