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A. METHODS

Risk of bias assessment

For observational studies, we used the Tool to Assess Risk of Bias in Cohort Studies,

developed by the CLARITY Group at McMaster University [1]. The tool uses eight
questions. The examples beneath the questions are intended to clarify the rationale

behind answers in each question.

In each question, four answers were possible:
1.Definitely yes (low risk of bias)

2. Probably yes

3. Probably no

4. Definitely no (high risk of bias)

Q1 Was selection patient and control cohorts drawn from the same population?

Definitely yes: patients were drawn from the same administrative database of patients

presenting at the same point of care, over the same time frame (<=3 months).

Probably yes: patients were drawn from the same administrative database of patients

presenting at the same point of care, over a similar time frame (>3 but <12 months).

Probably no: patients presenting to different points of care (e.g., multicenter study) or

at the same point of care, over a different time frame (>= 12 months)

Definitely no: patients presenting to unspecified points of care.

Q2. Can we be confident in the presence of PABC patients?



Based on the inclusion criteria, a definitely yes was pre-specified as the appropriate

answer.

Q3. Can we be confident that the outcome of interest was not present at start of study?

Since the presence of our main outcome of interest (breastfeeding) was a mandatory

inclusion criterium, a definitely yes was pre-specified as the appropriate answer.

Q4. Did the study match exposed and unexposed for all variables that are associated with the

outcome of interest or did the statistical analysis adjust for these prognostic variables?
Definitely yes: Matching or adjustment for all the prognostic variables.
Probably yes: Matching or adjustment for some prognostic variables.
Probably no: Matching or adjustment for one prognostic variable.

Definitely no: No matching or adjustments for prognostic variables.

Q5. Can we be confident in the assessment of the presence or absence of prognostic factors?

Definitely yes: Data collection on prognostic variables through electronic medical

records.
Probably yes: Data collection through database or review of charts.
Probably no: Data collection without demonstration of reproducibility.

Definitely no: Data collection process not stated or no data on prognostic factors

regarding intubation/late or no intubation cohorts.

Q6. Can we be confident in the assessment of outcome?



Definitely yes: Outcome assessment performed through independent blind evaluation,

secure record linkage, or reference to medical records when sufficient for confirmation.

Probably yes: Outcome assessment performed through medical record review or

independent evaluation without blinding, but still reasonably reliable.

Probably no: Outcome assessment based primarily on self-report, or use of medical

records without sufficient detail for outcomes requiring more robust confirmation.

Definitely no: Outcome assessment not described, or methods are inadequate to ensure

validity of outcome ascertainment.

Q7.Was the follow up of cohorts adequate?
Definitely yes: Median follow up of at least 28 days, or all patients discharged or dead.

Probably yes: Median follow up between 14-28 days, or the majority of patients

discharged or dead.
Probably no: Median follow-up between 7 and up to but not including 14 days.

Definitely no: Median follow-up less than 7 days or not stated.

Q8. Were co-Interventions similar between groups?

Due to the nature of the variability concerning the co-interventions between early and
late groups (eg. differences in sedation), a probably no was prespecified as the

appropriate answer.

For the assessment of the randomised controlled trials, Risk of Bias 2 (RoB2) assessment

form was used. The tool uses five domains with up to seven questions each. In each

question, five answers were possible:



1.Yes (low risk of bias)
2. Probably yes

3. Probably no

4.No

5. Not identified

After summarising all the results from each of the 5 domains, an overall risk was

calculated, with three possible ratings:
1. High

2. Some concerns

3. Low

Supplementary Table S1: Risk of Bias assessment for observational studies

Study Q1 Q2 Q3 Q4 Q5 Qo6 Q7 Q8
Hu Low Low Low Probably Low Low Low Probably Probably
Low Low
Jafari Low Low Low Probably Low Probably  Low Probably Probably
Low High Low
Loof- Probably Low Low Probably Low Probably  Probably Probably Probably
Johanson Low Low Low Low Low
Nissan Low Low Low Low Low Low Low Probably

Low




Stopenski Probably Low Low Probably Low Probably =~ Probably Probably Probably

Low Low Low High Low
Sullivan  Low Low Low Low Low Low Low Probably
Low

Q, Question; Low = Definitely Yes; Probably Low = Probably Yes; Probably High =
Probably No; High = Definitely No

For qualitative studies, we used the Critical Appraisal Skills Program (CASP) checklist for
qualitative research []. The tool consists of ten questions designed to guide the appraisal
of study quality and rigor. Each question addresses a key aspect of qualitative research,
including clarity of the research aims, appropriateness of the methodology, recruitment
strategy, data collection, reflexivity, ethical considerations, data analysis, and the overall
value of the research. Supplementary Table 2: Risk of Bias assessment for qualitative

studies.

In each question there were 3 possible answers
Yes

No

Not Applicable (NA)

Section A: Are the results valid?
Q1. Clear statement of aims — Was there a clear statement of the research aims?

Consider: Research goals, importance, and relevance.



Q2. Qualitative methodology — Is a qualitative methodology appropriate?

Consider: Whether the study aims to interpret participants” actions or experiences, and if

qualitative research suits the research goal.

Q3. Research design — Was the design appropriate for the research aims?
Consider: Justification of the research design and method choice.
Q4. Recruitment strategy — Was participant recruitment appropriate?

Consider: Selection process, rationale for participant choice, and any discussion on non-

participation.

Q5. Data collection — Was data collected in a way that addressed the research issue?

Consider: Setting justification, collection methods, modifications during study, data form,

and data saturation.

Q6. Researcher-participant relationship — Was this adequately considered?

Consider: Researcher reflexivity, potential bias, and how they responded to events during

the study.

Section B: What are the results?
Q7. Ethical issues — Were ethical considerations addressed?

Consider: Informed consent, confidentiality, participant impact, and ethics committee

approval.



Q8. Data analysis — Was the analysis rigorous?

Consider: Description of analysis process, theme derivation, data selection, contradictory

data, and researcher reflexivity.

Q9. Clear findings — Is there a clear statement of findings?

Consider: Explicit findings, discussion of supporting and opposing evidence, credibility

checks, and relation to research question.

Section C: Will the results help locally?

Q10. Value of the research — How valuable is the research?

Consider: Contribution to knowledge, relevance to practice or policy, identification of

research gaps, and transferability of findings.

Supplementary Table S2: Risk of Bias assessment for qualitative studies

Study QI Q2 Q3 X4 Q5 Q6 Q7 Q8 Q9 Q10 Overall
Risk of Bias

Azulay Yes Yes Yes NA Yes NA NA NA Yes Yes Moderate

Chertok

Connell Yes Yes Yes NA Yes NA NA NA Yes Yes Moderate

Faccio Yes Yes Yes Yes Yes NA NA Yes Yes Yes Low-
Moderate

Gorman Yes Yes Yes Yes Yes Partial Yes Yes Yes Yes Low




Higgins Yes No No Yes Yes No NA No Yes Partial Moderate-
High

Azim Yes No No Yes Yes NA NA No Yes Yes Moderate-
High

Q, Question; NA, Not Applicable
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