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Dr. Sydney Burwell, Dean of Harvard
Medical School

Half of what you are taught as medical
students will in ten years have been

shown to beVWI'ONQ.And the trouble

IS, none of your teachers knows which
half.
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Conclusions Treatment with beta carotene, vitamin A, and vitamin E may increase mortality. The potential roles of vitamin C and selenium on mortality ne

INTRODUCTION

Oxidative stress is implicated in most human diseases.>™* Antioxidants mdf decrease the oxidative damage and its alleged harmful effects.”™~ Many people

supplements, believing to improve their health and prevent dise 10 whether antioxidant supplements are beneficial or harmful is uncertain.** *% Mam
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® Fathers as Supporters for Improved Exclusive Breastfeeding in Viet
Nam

®* (Tran Huu Bich ¢ Dinh Thi Phuong Hoa « Mats Ma’lgvist,

®* Matern Child Health J (2014) 18:1444—-1453,

* DOI 10.1007/s10995-013-1384-9)
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To determine the extent of exclusive breastfeeding practices among mothers of 4 and 6 month old infants

Abstract

whose fathers received breastfeeding education materials and counseling services. A quasi-experimental
design was used. At the baseline, 251 and 241 couples were recruited into the intervention and control sites
respectively. Fathers in the intervention area received breastfeeding education materials, counseling services
at commune health centers and household visits. In the control site, where mothers routinely receive services
on antenatal and postpartum care, fathers did not receive any intervention services on promoting
breastfeeding. Primary indicators were exclusive breastfeeding at 4 and 6 months. At 6 months of age, based
on 24-hour recall, 16.0 % (38/238) of mothers in the intervention group were exclusively breastfeeding their
children, compared to 3.9 % (10/230) of those mothers in the control group (p<0.001). Significant differences
were found based on last-week recall (8.8 % in the intervention group vs. 1.3 % in the control group, p<0.001)
and since-birth recall (6.7 % in the intervention group vs. 0.9 % in the control group, p<0.01). At 4 months of
age, based on since birth recall, the breastfeeding proportion was significantly higher in the intervention group
than in control group (20.6 % in the intervention group vs. 11.3 % in the control group, p<0.01). An
intervention targeting fathers might be effective in increasing exclusive breastfeeding practices at 4 and 6
months. To improve exclusive breastfeeding, health care staff working in maternal and child health units,
should consider integrating fathers with services delivered to mothers and children.
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To determine the extent of exclusive
breastfeeding practices among
mothers of 4 and 6 month old infants
whose fathers received breastfeeding
education materials and counseling
services. A quasi-experimental design
was used. At the baseline, 251 and
241 couples were recruited into the
intervention and control sites
respectively. Fathers in the
intervention area received
breastfeeding education materials,
counseling services at commune
health centers and household visits. In
the control site, where mothers
routinely receive services on antenatal
and postpartum care, fathers did not
receive any intervention services on
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|l Table 3 Breastfeeding practices between intervention (n — 238) and

control (n = 230) in Hai Duong province., Viet Nam
Breast feeding Total Intervention Control 7 value
statuses n (%) n (%)
(n = 238) (n = 230))
4-month BF
Currently 463 (98.9) 236 (99.2) 227 (98.T) 068
breastfed
4-month EBF 122 (26.1) 69 (29.0) 53 (23.0) 0.143
24 -hour)
4-month EBF BO (18.4) 52 (21.8) 34 (14.8) 0048
(last week)
4-month EBF T5 (16.0) 49 (20.6) 26 (11.3) OO0

(since barth)
a-month BF

Currently 461 (98.5) 236 (99 2) 225 (9T_8) 022
breastfed

G6-month EBF A7 100 38 (16.0) 10 (3.9) =3 (M1
(24 -howur)

6-month EBF 24 (5.1 21 (8.8) 3 (1.3) (3. (M1
(last week)

G-month EBF 18 (3.8) 16 (6.7) 2 (0.9) O

(since barth)

Chi square tests performed to assess differences between intervention
and control areas
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— Validity (Reliability) »cg/t g
Can we believe it? (#2 3 = ;2 g5 3)
— 42 ZEerrors
— G ixbias

Importance (Impact) + & 4+
We believe it ! But doe s it matter?

— (P %)

P ractice (Applicability) ge/k if #

If we believe it - does it apply to our patients?
(drfe e fpk i)
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% MR £ (selection bias):.

- | JLIRAH BRI B A5 K A
= | 45«

71 1% 1% = (observer bias, information bias,.
detection bias):.
— BREIFFLAMTHBEZATAERZ T4

& EriB 42 18 4 15 £ (withdrawal or dropout bias):.
— Bt RARHBAL PRRBHEKE(>20%), 2AENHER
B, H#sa st I RIE ..

¥ 4% B F+ (Confounding factor):.

— MmEE R AR~ AT RBRENERA RETHNT
~ B A2 B Bw A YLIE ) 4B R oM R 3.
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bias,):|
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— B E A 4F £ 7 42 (standard operation procedure;.
SOP).
- EH &M 1R £ (recall bias):.

— Case-control study: retrospective recall bias..
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- i }r 1k £ (publication bias):.

— M YAk EMA G AR R G R A A - RMER B X B |-
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chk ep ¥ st E AR ¥ S 'k (relative risk, RR) ~ Ap ¥ & & 4 "F M & (relative
risk reduction) ~ 2% & it (odds ratio, OR) » i % 24 $ & gz,gaz 0

GHEIE 8 H S %% A (absolute risk reduction, ARR) ~
7 — 7 /o#c(number needed to treat, NNT) >
H& R L Em A R (6 sEpopulation? F @ e )
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Confidence Intervals{z #8 & F.

.I Mean of the results R
%ﬂ 45% ( Cl: 40% - 50% ).

The range that includes the
true relative risk reduction

45% ( Cl: 1% - 99% )ﬁ‘*ﬁcmﬁdemﬁ
_— L interval. p

Very small -
sample size
45% ( Cl: -2% - 53% ).

T

1. Wide interval — small sample-
2. Cross 0 — not statistically significant-
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controlled trials, RCT)

° Levelll : & &% (Cohortstudy)

* Level Il : )2 @ 2 3 (Case-control study )

* Level IV : g bl4F 4 ( Case series)

* Level V: & %& & (Expertopinion)
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Systematic Reviews
and Meta-analyses

Randomized
Controlled Double
Blind Studies

L_ohort Studies

/ Case ConteolStudies
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Background

To successfully initiate and maintain breastfeeding for a longer
duration, the World Health Organization's Ten Steps to Successful
Breastfeeding recommends total avoidance of artificial teats or
pacifiers for breastfeeding infants. Concerns have been raised that
offering the pacifier instead of the breast to calm the infant may lead to
less frequent episodes of breastfeeding and as a consequence may

reduce breast-milk production and shorten duration of breastfeeding.

49



Objective & Methods

®* Objectives

To assess the effect of restricted versus unrestricted pacifier use in healthy full-term newborns whose
mothers have initiated breastfeeding and intend to exclusively breastfeed, on the duration of
breastfeeding, other breastfeeding outcomes and infant health.

* Search methods

We searched the Cochrane Pregnancy and Childbirth Group's Trials Register (30 June 2016) and
reference lists of retrieved studies.

® Selection criteria

Randomised and quasi-randomised controlled trials comparing restricted versus unrestricted pacifier
use in healthy full-term newborns who have initiated breastfeeding.

®* Data collection and analysis

Two review authors independently assessed trials for inclusion and risk of bias, extracted data and
checked them for accuracy. The quality of the evidence was assessed using the GRADE approach.

50



\—y

Main results

We found three trials (involving 1915 babies) for inclusion in the review, but have included only two
trials (involving 1302 healthy full-term breastfeeding infants) in the analysis. Meta-analysis of the two
combined studies showed that pacifier use in healthy breastfeeding infants had no significant effect on
the proportion of infants exclusively breastfed at three months (risk ratio (RR) 1.01; 95% confidence
interval (CI) 0.96 to 1.07, two studies, 1228 infants), and at four months of age (RR 1.01; 95% CI1 0.94
to 1.09, one study, 970 infants, moderate-quality evidence), and also had no effect on the proportion
of infants partially breastfed at three months (RR 1.00; 95% CI 0.98 to 1.02, two studies, 1228 infants),
and at four months of age (RR 0.99; 95% CI 0.97 to 1.02, one study, 970 infants). None of the included
trials reported data on the other primary outcomes, i.e. duration of partial or exclusive breastfeeding,
or secondary outcomes: breastfeeding difficulties (mastitis, cracked nipples, breast engorgement);
infant's health (dental malocclusion, otitis media, oral candidiasis; sudden infant death syndrome
(SIDS)); maternal satisfaction and level of confidence in parenting. One study reported that avoidance
of pacifiers had no effect on cry/fuss behavior at ages four, six, or nine weeks and also reported no

effect on the risk of weaning before age three months, however the data were incomplete and so could
not be included for analysis.

ol



* Authors' conclusions

Pacifier use in healthy term breastfeeding infants, started from birth or
after lactation is established, did not significantly affect the prevalence or
duration of exclusive and partial breastfeeding up to four months of age.
Evidence to assess the short-term breastfeeding difficulties faced by
mothers and long-term effect of pacifiers on infants' health is lacking.

* Quality of Evidence: Moderate

Not downgraded for study limitations (lack of blinding of the intervention

as there was blinding of the outcome assessor and outcome is objective)
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Detailed Questions

¢ To Evaluate Internal & External Validity
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h=

No Unclear

=
1
w

1. Was true randomization used for assignment of participants to treatment
groups?

[

2.  Was allocation to treatment groups concealed?

3. Were treatment groups similar at the baszline?

4.  Were participants blind to treatment assignment?

5.  Were those delivering treatment blind to treatment assignment?

6. Were outcomes assessors blind to treatment assignment?

7.  Were treatment groups treated identically other than the intervention of
interest?

8. Was follow up complete and if not, were differences between groups in
terms of their follow up adequately described and analyzed?

5. Were participants analyzed in the groups to which they were randomized?

10. Weres outcomeas measurad in the same way for treatment groups?

11. Were outcomeas measured in a reliable way?

O O0Oo040o04donbddnod
O Oo0oo0dof0odobdddodd
OO o0O04do0odonddn

O O0Oo040o0dondgdnod

12. Was appropriate statistical analysis used?

13. Was the trial design appropriate, and any deviations from the standard RCT
design (individual randomization, parallel groups) accounted for in the
conduct and analysis of the trial?

]
[
[
]

Overall appraisal:  Include D Exclude D Seek further info D

Comments (Including reason for exclusion)

e JBI CRITICAC APPRATSAL CHECKLIST FOR RCT 57




JBI CRITICAL APPRAISAL CHECKLIST FOR QUASI-EXPERIMENTAL STUDIES

Yes No Unclear Not
applicable

1. Isit clear in the study what is the ‘cause’ and what is
the ‘effect’ (i.e. there is no confusion about which 1 [ 0O ]
variable comes first)?

2. Were the participants included in any comparisons
similar? D D D D

3. Were the participants included in any comparisons

receiving similar treatment/care, other than the ] ] ] ]
exposure or intervention of interest?

4. Was there a control group? |:| |:| |:| D

5. Were there multiple measurements of the outcome D D I:l I:l
both pre and post the intervention/exposure?

6. Was follow up complete and if not, were differences

between groups in terms of their follow up |:| |:| |:| |:|
adequately described and analyzed?

7. Were the outcomes of participants included in any D D I:l I:l

comparisons measured in the same way?

8. Were outcomes measured in a reliable way? |:| |:| |:| |:|

9. Was appropriate statistical analysis used? ] ] ] ] 58



JBI CRITICAL APPRAISAL CHECKLIST FOR ANALYTICAL CROSS
SECTIONAL STUDIES

Yes No  Unclear Not
applicable

1. i?ir:é?; criteria for inclusion in the sample clearly D I:l D D
2. \(.jf\;i;ﬁ;the study subjects and the setting described in ] ] ] []
3. xji?the exposure measured in a valid and reliable D I:l I:l I:l
b messurement of the conditon? oo o o
5. Were confounding factors identified? D I:l |:| D
6. Zt’aetr;as?trategies to deal with confounding factors D I:l D D
7. r;:; the outcomes measured in a valid and reliable D I:l D D
8. Was appropriate statistical analysis used? |:| |:| |:| |:|

59



JBI CRITICAL APPRAISAL CHECKLIST FOR CASE CONTROL
STUDIES

Yes No Unclear .
applicable

1. Were the groups comparable other than the
presence of disease in cases or the absence of
disease in controls?

2. Were cases and controls matched
appropriately?

3. Were the same criteria used for identification
of cases and controls?

4. Was exposure measured in a standard, valid
and reliable way?

5. Was exposure measured in the same way for
cases and controls?

6. Were confounding factors identified?

7. Were strategies to deal with confounding
factors stated?

8. Were outcomes assessed in a standard, valid
and reliable way for cases and controls?

9. Woas the exposure period of interest long
enough to be meaningful?

OO o0oddoo odd o
OO o0Oddoo od o o
OO o0Ooddoo od o o
OO 0 4doo odd O

10. Was appropriate statistical analysis used?

Overall appraisal:  Include D Exclude D Seek further info D
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JBI CRITICAL APPRAISAL CHECKLIST FOR COHORT STUDIES

Yes Mo Unclear Mot
applicable

1. Were the two groups similar and recruited from the
same population?

-

2. Were the exposures measured similarly to assign
people to both exposed and unexposed groups?

3. Was the exposure measured in a valid and reliable
way ?

4. Were confounding factors identified?

5. WWere strategies to deal with confounding factors
stated?

6. Were the groups/participants free of the outcome
at the start of the study (or at the moment of
exposura)?

7. Were the outcomes measured in a valid and reliable
way ?

8. Was the follow up time reported and sufficient to
be long enough for outcomes to occur?

9. Was follow up complete, and if not, were the
reasons to loss to follow up described and explored?

10. Were strategies to address incomplete follow up
utilized?

I Y I R e Y e W A N A N
I Y I R e Y e W A e W N
I Y I R e Y e W A e W N

O 0 o0 o000 00

11. Was appropriate statistical analysis used?
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JBI CRITICAL APPRAISAL CHECKLIST FOR DIAGNOSTIC TEST
ACCURACY STUDIES

Yes No Unclear Not
applicable

1. Was a consecutive or random sample of patients
enrolled?

O

2. Was a case control design avoided?

3. Did the study avoid inappropriate exclusions?

4. Were the index test results interpreted without
knowledge of the results of the reference standard?

5. If a threshold was used, was it pre-specified?

6. Is the reference standard likely to correctly classify the
target condition?

7. Were the reference standard results interpreted without
knowledge of the results of the index test?

8. Was there an appropriate interval between index test and
reference standard?

9. Did all patients receive the same reference standard?

0o o o o o o o o o @O
0o o o o o o o o o O
0o o o o o o o o o O
0o o o o o o o o o

10. Were all patients included in the analysis?
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JBI CRITICAL APPRAISAL CHECKLIST FOR ANALYTICAL CROSS
SECTIONAL STUDIES

Yes Mo Unclear Mot

applicable
1 E:?{:EEI; criteria for inclusion in the sample dearly D D |:| D
2. ;‘:1:;?1& study subjects and the setting described in D D |:| D
3. :nl':;?the exposure measured in a valid and reliable D D |:| D
" messurementof the condiion? O O O O
5. Were confounding factors identified? D |:| |:| |:|
. ::rfditmtegies to deal with confounding factors D D |:| D
7. :.l':;? the outcomes measured in a valid and reliable D D |:| D
8. Was appropriate statistical analysis used? D |:| |:| |:|
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JBI CRITICAL APPRAISAL CHECKLIST FOR ECONOMIC
EVALUATIONS

Yes No Unclear Not
applicable

O

1. Isthere a well-defined question?

2. Is there comprehensive description of alternatives?

3. Are all important and relevant costs and outcomes for
each alternative identified?

4.  Has clinical effectiveness been established?

5. Are costs and outcomes measured accurately?

6. Are costs and outcomes valued credibly?

7. Are costs and outcomes adjusted for differential
timing?

8. s there an incremental analysis of costs and
consequences?

9. Were sensitivity analyses conducted to investigate
uncertainty in estimates of cost or consequences?

10. Do study results include all issues of concern to users?

11. Are the results generalizable to the setting of interest
in the review?
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JBI TIC
PREVALENCE DATA

ISAL CHECKLIST FOR STUDIES REPORTING

Yes No  Unclear Not
applicable
1. Wasthe sample frame appropriate to address the target
population? D D D D
2. Were study participants sampled in an appropriate way? D |:| D D

3.  Was the sample size adequate? |:| D |:| |:|

4. Were the study subjects and the setting described in

detail? D I:l D D
5.  Was the data analysis conducted with sufficient coverage

of the identified sample? D D D D
6. Were valid methods used for the identification of the

condition? D D D D
7. Was the condition measured in a standard, reliable way D I:l D D

for all participants?
8. Was there appropriate statistical analysis? |:| |:| |:| |:|

9. Was the response rate adequate, and if not, was the low D |:| D D
response rate managed appropriately?
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10.

HECKLIST FOR

Is there congruity between the stated philosophical
perspective and the research methodology?

Is there congruity between the research methodology
and the research question or objectives?

Is there congruity between the research methodology
and the methods used to collect data?

Is there congruity between the research methodology
and the representation and analysis of data?

Is there congruity between the research methodology
and the interpretation of results?

Is there a statement locating the researcher culturally
or theoretically?

Is the influence of the researcher on the research, and
vice- versa, addressed?

Are participants, and their wvoices, adequately
represented?

Is the research ethical according to current criteria or,
for recent studies, and is there evidence of ethical
approval by an appropriate body?

Do the conclusions drawn in the research report flow
from the analysis, or interpretation, of the data?

[
[

0o o o o o o o o 0O
0 o o o o o o o 0O

Mo

Unclear

[

0o o o o o o o o 0O

Not
applicable

O

0 o o o o o o o 0O
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