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Certainty assessment Summary of findings 

Participants 
(studies) 
Follow-up 

Risk of 
bias 

Inconsistency Indirectness Imprecision 
Publication 

bias 

Overall 
certainty 

of 
evidence 

Study event rates (%) 
Relative 

effect 
(95% 

CI) 

Anticipated absolute 
effects 

With 
standard 

care/placebo 

With oral 
probiotics 

Risk with 
standard 

care/placebo 

Risk 
difference 
with oral 
probiotics 

Vaginal GBS colonization 

378 
(5 RCTs) 

seriousa not serious not serious not serious none ⨁⨁⨁◯ 

Moderate 

98/179 
(54.7%)  

81/199 
(40.7%)  

RR 0.71 
(0.51 to 
1.00) 

547 per 1,000 159 fewer 
per 1,000 
(from 268 
fewer to 0 

fewer) 

Adverse events 

268 
(4 RCTs) 

seriousa not serious not serious not serious none ⨁⨁⨁◯ 

Moderate 

0/125 (0.0%)  0/143 
(0.0%)  

not 
estimable 

0 per 1,000 
 

CI: confidence interval; RR: risk ratio 

Explanations 
a. There was insufficient information on randomization in one study and insufficient information on allocation concealment in two of the studies.  
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Sensitivity 0.77 (95% CI: 0.44 to 1.00) 

Specificity 0.90 (95% CI: 0.73 to 1.00) 

Outcome 

№ of 

studies (№ 

of patients) 

Study 

design 

Factors that may decrease certainty of evidence 

Effect per 

1,000 

patients 

tested Test 

accuracy 

CoE 

Risk of 

bias 
Indirectness Inconsistency Imprecision 

Publication 

bias 

pre-test 

probability 

of19% 

True positives 
(patients with GBS) 

12 studies 

15610 

patients 

cross-

sectional 

(cohort 

type 

accuracy 

study) 

not 

serious 

not serious not serious seriousa none 146 (84 to 

190) 
⨁⨁⨁◯ 

Moderate 

False negatives 
(patients incorrectly 
classified as not having 
GBS) 

44 (0 to 

106) 

True negatives 
(patients without GBS) 

12 studies 

15610 

patients 

cross-

sectional 

(cohort 

type 

accuracy 

study) 

not 

serious 

not serious not serious not serious none 729 (591 to 

810) 
⨁⨁⨁⨁ 

High 

False positives 
(patients incorrectly 
classified as having GBS) 

81 (0 to 

219) 

Explanations 
a. There is a large confidence interval for this estimate of effect.  
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GRADE TABLE 3: SELF-SAMPLING COMPARED TO SAMPLING BY HEALTHCARE PROVIDER 
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Certainty assessment Summary of findings 

Participants 
(studies) 
Follow-up 

Risk 
of 

bias 
Inconsistency Indirectness Imprecision 

Publication 
bias 

Overall 
certainty 

of 
evidence 

Study event rates 
(%) 

Relative 
effect 

(95% CI) 

Anticipated absolute 
effects 

With 
healthcare 
provider 
swabbing 

With 
Self-

sampling 
with 

vaginal-
rectal 
GBS 

swabs 

Risk with 
healthcare 
provider 
swabbing 

Risk 
difference 
with Self-
sampling 

with 
vaginal-

rectal GBS 
swabs 

GBS positive results 

800 

(1 

observational 

study) 

not 

serious 

not serious not serious seriousa none ⨁◯◯◯ 

Very low 

54/507 

(10.7%)  

39/293 

(13.3%)  

RR 1.25 

(0.85 to 

1.84) 

107 per 

1,000 

27 more 

per 1,000 

(from 16 

fewer to 89 

more) 

CI: confidence interval; RR: risk ratio 

Explanations 
a. There are a small number of events as well as a wide confidence interval.  

  



GRADE TABLE 4: TIMING OF VAGINAL-RECTAL CULTURE SCREENING FOR GBS 
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Certainty assessment Summary of findings 

Participants 
(studies) 
Follow-up 

Risk of 
bias 

Inconsistency Indirectness Imprecision 
Publication 

bias 

Overall 
certainty 

of 
evidence 

Narrative summary of results 

EOGBSD 

25664 (one 

systematic 

review; 9 

included 

studies) 

seriousa not serious not serious not serious none ⨁⨁⨁◯ 

Moderate 

An antepartum culture is most accurate in predicting GBS 
status at birth when it is performed at a later gestational age, 
allowing for a shorter interval between screening and birth.  
 
An interval of greater than six weeks between antepartum 
culture and birth likely reduces the probability of an accurate 
result.   

Explanations 
a. Appraisal of the included systematic review was performed using A MeaSurement Tool to Assess Systematic Reviews (AMSTAR 2). Though validity of the 

included studies were discussed, authors did not provide description of the techniques used to assess risk of bias across studies.   

  



GRADE TABLE 5: INTRAPARTUM ANTIBIOTIC PROPHYLAXIS COMPARED TO NO INTRAPARTUM ANTIBIOTIC PROPHYLAXIS 
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Certainty assessment Summary of findings 

Participants 
(studies) 
Follow-up 

Risk of 
bias 

Inconsistency Indirectness Imprecision 
Publication 

bias 

Overall 

certainty 
of 

evidence 

Study event rates 
(%) 

Relative 
effect 

(95% CI) 

Anticipated absolute 
effects 

With no 
IAP for 

GBS 
positive 
birthing 
parents 

With IAP 

Risk 
with no 
IAP for 

GBS 
positive 
birthing 
parents 

Risk 
difference 
with IAP 

Neonatal mortality from EOGBS 

164 
(1 RCT) 

seriousa not serious seriousb seriousc none ⨁◯◯◯ 

Very low 

1/79 
(1.3%)  

0/85 
(0.0%)  

RR 0.31 
(0.01 to 
7.50) 

13 per 
1,000 

9 fewer per 
1,000 

(from 13 
fewer to 82 

more) 

Neonatal mortality from infections caused by bacteria other than GBS 

164 
(1 RCT) 

seriousa not serious seriousb seriousc none ⨁◯◯◯ 

Very low 

1/79 
(1.3%)  

0/85 
(0.0%)  

RR 0.31 
(0.01 to 
7.50) 

13 per 
1,000 

9 fewer per 
1,000 

(from 13 
fewer to 82 

more) 

EOGBS 

1014 
(6 RCTs) 

seriousd not serious not serious not serious none ⨁⨁⨁◯ 

Moderate 

38/502 
(7.6%)  

10/512 
(2.0%)  

RR 0.28 
(0.15 to 
0.55) 

76 per 
1,000 

55 fewer 
per 1,000 
(from 64 

fewer to 34 
fewer) 

http://www.ncbi.nlm.nih.gov/pubmed/28367139
http://www.ncbi.nlm.nih.gov/pubmed/3520319


Certainty assessment Summary of findings 

Infection from bacteria other than GBS 

592 
(6 RCTs) 

seriouse not serious not serious not serious none ⨁⨁⨁◯ 

Moderate 

31/216 
(14.4%)  

19/376 
(5.1%)  

RR 0.35 
(0.20 to 
0.62) 

144 per 
1,000 

93 fewer 
per 1,000 
(from 115 
fewer to 55 

fewer) 

Neonatal sepsis due to bacterial organisms other than GBS 

289 
(2 RCTs) 

seriousf not serious seriousg seriousc none ⨁◯◯◯ 

Very low 

1/144 
(0.7%)  

1/145 
(0.7%)  

RR 1.00 
(0.10 to 
10.04) 

7 per 
1,000 

0 fewer per 
1,000 
(from 6 

fewer to 63 
more) 

CI: confidence interval; RR: risk ratio 

Explanations 
a. This study was identified by the Cochrane review (Ohlsson 2014) as being at high risk of bias due to issues with allocation concealment, blinding, incomplete 
outcome data, selective reporting and other bias. This was study was rated at a quality index of 3 on the Jadad scale by the other systematic review (Li 2017). 
According to the Jadad scale studies with >/= 3 points are considered high-quality studies. Due to these conflicting interpretations, we assessed the study and 
agreed that there were significant methodological issues introducing risk of bias.  
b. There were concerns about indirectness, as the study did not indicate at what point the participants tested positive for GBS in their pregnancies. The 
antibiotic regime in this study included four doses of intramuscular ampicillin (5 mg per kilogram of body weight per dose) at 12-hour intervals until the initial 
culture results were available for infants whose birthing parent received ampicillin. For the outcome of mortality, this additional treatment for infants confounds 
the results.  
c. There were concerns about imprecision due to the small sample size, small number of events and the wide confidence interval, that crossed the null.  
d. All the included studies for this outcome were rated at 1-2 on the Jadad scale (a rating of three or above is considered high-quality) by the systematic 

reviewers (Li 2017) except one (Boyer 1986) which was rated as being at risk of bias by our team.  
e. All the included studies for this outcome were rated at 1-2 on the Jadad scale by the systematic reviewers (Li 2017). A rating of three or above is considered 
high-quality.  
f. These studies were rated as having serious risk of bias as the Cochrane review (Ohlsson 2014) identified high risk of bias, or unclear risk of bias in multiple 
methodological areas across the studies.  
g. There were concerns about indirectness, as one study (Boyer 1986) did not indicate at what point the participants tested positive for GBS in their 
pregnancies. The antibiotic regime in this study included four doses of intramuscular ampicillin (5 mg per kilogram of body weight per dose) at 12-hour 
intervals until the initial culture results were available for infants whose birthing parent received ampicillin. For the outcome of mortality, this additional 
treatment for infants confounds the results.  

  



GRADE TABLE 6: CULTURE SCREENING APPROACH TO IAP DELIVERY COMPARED TO NO POLICY  
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Certainty assessment Summary of findings 

Participants 
(studies) 
Follow-up 

Risk of 
bias 

Inconsistency Indirectness Imprecision 
Publication 

bias 

Overall 
certainty 

of 
evidence 

Study event rates (%) 

Relative 
effect 
(95% 

CI) 

Anticipated absolute 
effects 

With no 
formal 

screening 
policy 

With 
Universal 
culture 

screening 

Risk with 
no formal 
screening 

policy 

Risk 
difference 

with 
Universal 
culture 

screening 

EOGBSD 

3172204 

(4 

observational 

studies) 

seriousa not serious not serious not serious none ⨁◯◯◯ 

Very low 

788/1565481 

(0.1%)  

545/1606723 

(0.0%)  

RR 0.31 

(0.11 to 

0.84) 

1 per 

1,000 

0 fewer 

per 1,000 

(from 0 

fewer to 0 

fewer) 

CI: confidence interval; RR: risk ratio 

Explanations 
a. Systematic review authors rated these studies as being at risk of bias using the ROBINS-I tool.  

  



GRADE TABLE 7: RISK FACTOR APPROACH TO IAP DELIVERY COMPARED TO NO POLICY  
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Certainty assessment Summary of findings 

Participants 
(studies) 
Follow-up 

Risk of 
bias 

Inconsistency Indirectness Imprecision 
Publication 

bias 

Overall 
certainty 

of 
evidence 

Study event rates (%) 

Relative 
effect 
(95% 

CI) 

Anticipated 
absolute effects 

With no 
policy 

With Risk-
factor 

approach 

Risk 
with 
no 

policy 

Risk 
difference 

with 
Risk-
factor 

approach 

EOGBSD 

7506263 

(7 

observational 

studies) 

seriousa not serious not serious not serious none ⨁◯◯◯ 

Very low 

1022/3778651 

(0.0%)  

1182/3727612 

(0.0%)  

RR 0.84 

(0.59 to 

1.20) 

0 per 

1,000 

0 fewer 

per 1,000 

(from 0 

fewer to 0 

fewer) 

CI: confidence interval; RR: risk ratio 

Explanations 
a. Systematic review authors rated these as studies at risk of bias using the ROBINS-I tool. 

 

 

  



GRADE TABLE 8: CULTURE SCREENING AND RISK FACTORS APPROACH TO IAP DELIVERY COMPARED TO NO POLICY 
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Certainty assessment Summary of findings 

Participants 
(studies) 
Follow-up 

Risk 
of 

bias 
Inconsistency Indirectness Imprecision 

Publication 
bias 

Overall 
certainty 

of 
evidence 

Study event rates 
(%) 

Relative 
effect 

(95% CI) 

Anticipated absolute 
effects 

With no 
formal 
policy 

With 
Screening 
plus risk-
factors 

approach 

Risk with 
no 

formal 
policy 

Risk 
difference 

with 
Screening 
plus risk-
factors 

approach 

GBS sepsis 

25511 

(1 

observational 

study) 

not 

serious 

not serious not serious seriousa none ⨁◯◯◯ 

Very low 

16/16126 

(0.1%)  

5/9385 

(0.1%)  

RR 0.54 

(0.20 to 

1.47) 

1 per 

1,000 

0 fewer per 

1,000 

(from 1 

fewer to 0 

fewer) 

CI: confidence interval; RR: risk ratio 

Explanations 
a. There were concerns about imprecision as there were very few events, and the confidence interval crosses the null.  

  



GRADE TABLE 9: CULTURE SCREENING APPROACH TO IAP DELIVERY COMPARED TO RISK FACTOR APPROACH TO IAP 

DELIVERY 
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Certainty assessment Summary of findings 

Participants 
(studies) 
Follow-up 

Risk of 
bias 

Inconsistency Indirectness Imprecision 
Publication 

bias 

Overall 
certainty 

of 
evidence 

Study event rates (%) 

Relative 
effect 

(95% CI) 

Anticipated absolute 
effects 

With risk-
factor 
based 

approach 

With 
Universal 
screening 

Risk 
with 
risk-

factor 
based 

approach 

Risk 
difference 

with 
Universal 
screening 

EOGBSD 

892387 

(9 

observational 

studies) 

seriousa not serious not serious not serious none ⨁◯◯◯ 

Very low 

339/433523 

(0.1%)  

155/458864 

(0.0%)  

RR 0.43 

(0.32 to 

0.58) 

1 per 

1,000 

0 fewer 

per 1,000 

(from 1 

fewer to 0 

fewer) 

CI: confidence interval; RR: risk ratio 

Explanations 
a. Systematic review authors rated these studies at risk of bias using the ROBINS-I tool.  

 

  



GRADE TABLE 10: INDUCTION COMPARED TO EXPECTANT MANAGEMENT FOR CLIENTS WHO EXPERIENCE PROM  
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Certainty assessment Summary of findings 

Participants 
(studies) 
Follow-up 

Risk of 
bias 

Inconsistency Indirectness Imprecision 
Publication 

bias 

Overall 
certainty 

of 
evidence 

Study event rates 
(%) 

Relative 
effect 

(95% CI) 

Anticipated absolute 
effects 

With EM 
for GBS 
positive 
people 
with 

PROM 

With 
Induction 

Risk with 
EM for 
GBS 

positive 
people 
with 

PROM 

Risk 
difference 

with 
Induction 

Neonatal infection 

270 

(1 RCT) 

seriousa not serious seriousb seriousc none ⨁◯◯◯ 

Very low 

12/149 

(8.1%)  

3/121 

(2.5%)  

RR 0.31 

(0.09 to 

1.07) 

81 per 

1,000 

56 fewer 

per 1,000 

(from 73 

fewer to 6 

more) 

CI: confidence interval; RR: risk ratio 

Explanations 
a. This study was conducted in 1996 and has a number of methodological limitations 
b. When this study was conducted there was no standardized approach to screening for GBS or delivery of IAP, suggesting that estimates of neonatal infection 
in this study are likely overestimated. Decisions over when to treat birthing parents with IAP were left to the individual judgement of the clinicians. 
Furthermore, the results of GBS culture screening were not available at birth for most birthing parents, which means that clinicians were not basing treatment 
decisions on known GBS status.  
c. The number of participants in the trial who had GBS and PROM was quite low; larger sample sizes would be required to have confidence in these estimates. 

 

  



GRADE TABLE 11: <4 HOURS IAP COMPARED TO > 4 HOURS OF IAP FOR MANAGEMENT OF GBS 
Bibliography: 

Fairlie T, Zell ER, Schrag S. Effectiveness of intrapartum antibiotic prophylaxis for prevention of early-onset group B streptococcal disease. 
Obstetrics and gynecology [Internet]. 2013 Mar;121(3):570–7. Available from: http://www.ncbi.nlm.nih.gov/pubmed/23635620 
Kojima K, Tanaka R, Nakajima K, Kurihara N, Oba MS, Yamashita Y, et al. Predicting outcomes of neonates born to GBS-positive women who 
received inadequate intrapartum antimicrobial prophylaxis. The Turkish journal of pediatrics [Internet]. 56(3):238–42. Available from: 
http://www.ncbi.nlm.nih.gov/pubmed/25341594 
Turrentine MA, Greisinger AJ, Brown KS, Wehmanen OA, Mouzoon ME. Duration of intrapartum antibiotics for group B streptococcus on the 
diagnosis of clinical neonatal sepsis. Infectious diseases in obstetrics and gynecology [Internet]. 2013;2013:525878. Available from: 
http://www.ncbi.nlm.nih.gov/pubmed/23606801 

Certainty assessment Summary of findings 

Participants 
(studies) 
Follow-up 

Risk of 
bias 

Inconsistency Indirectness Imprecision 
Publication 

bias 

Overall 

certainty 
of 

evidence 

Study event rates 
(%) 

Relative 
effect 

(95% CI) 

Anticipated absolute 
effects 

With 
IAP > 4 
hours 

With 
Duration 
of IAP < 
4 hours 

Risk with 
IAP > 4 
hours 

Risk 
difference 

with 
Duration of 

IAP < 4 
hours 

EOGBSD 

6802 

(3 

observational 

studies) 

not 

serious 

not serious not serious not serious none ⨁⨁◯◯ 

Low 

11/4891 

(0.2%)  

50/1911 

(2.6%)  

RR 6.68 

(3.68 to 

12.79) 

2 per 

1,000 

13 more 

per 1,000 

(from 6 more 

to 27 more) 

Neonatal clinical sepsis 

4782 

(1 

observational 

study) 

not 

serious 

not serious not serious not serious none ⨁⨁◯◯ 

Low 

15/3633 

(0.4%)  

13/1149 

(1.1%)  

RR 2.74 

(1.31 to 

5.74) 

4 per 

1,000 

7 more per 

1,000 

(from 1 more 

to 20 more) 

CI: confidence interval; RR: risk ratio 
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GRADE TABLE 12: EXPECTANT MANAGEMENT COMPARED TO LABORATORY TESTING FOR WELL-APPEARING NEWBORNS AT 

RISK FOR EOGBSD 
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Certainty assessment Summary of findings 

Participants 
(studies) 
Follow-up 

Risk of 
bias 

Inconsistency Indirectness Imprecision 
Publication 

bias 

Overall 
certainty 

of 
evidence 

Study event rates (%) 

Relative 
effect 
(95% 

CI) 

Anticipated absolute 
effects 

With 
Laboratory 
testing for 

at-risk 
neonates 

With Serial 
physical 

examination 

Risk with 
Laboratory 
testing for 

at-risk 
neonates 

Risk 
difference 
with Serial 

physical 
examination 

EOS 

532154 

(1 

observational 

study) 

not 

serious 

not serious not serious seriousa none ⨁◯◯◯ 

Very low 

60/266646 

(0.0%)  

48/265508 

(0.0%)  

RR 0.80 

(0.55 to 

1.17) 

0 per 1,000 0 fewer per 

1,000 

(from 0 fewer 

to 0 fewer) 

Newborn antibiotic use 

1589 

(1 

observational 

study) 

seriousb not serious not serious not serious none ⨁◯◯◯ 

Very low 

23/825 

(2.8%)  

7/764 (0.9%)  RR 0.33 

(0.14 to 

0.76) 

28 per 

1,000 

19 fewer 

per 1,000 

(from 24 

fewer to 7 

fewer) 

CI: confidence interval; RR: risk ratio 
 

Explanations 
a. There were concerns about imprecision as there were few events, and the confidence interval crosses the null.  
b. There were concerns about risk of bias as authors did not appear to control for confounding factors.  
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