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Language (if non-English):

Study IDs of any linked reports:

Study funding sources
(including role of funders)
Possible conflicts of interest
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Type of study:
RCT O Non-randomised comparative study O Case series [

Type of intervention:

Dietary / lifestyle:

Vitamin B6 O Vitamin B12 O Ginger O

Acupuncture O Acupressure O Hypnosis O
Antiemetic drugs:

Antihistamines O Dopamine antagonists [0 5-HT receptor antagonists [

Corticisteriods O Doxylamine-Pyridoxine [0 Other (details below) O
Intravenous fluids: O

Enteral and total parenteral nutrition

Enteral feeding I Total parenteral nutrition O

Other Intervention O

Comparator:

No treatment [0  Treatment as usual (details below) [ Alternative intervention
(details below) O

Comparator not applicable:




Women with severe symptoms

Participants:
Gestational age <20 weeks [
Symptom severity:

PUQE score>13 [0 Rhodes score >33

O Author defined scale (provide
details below) O

Percentage experiencing symptoms >80% O
Primary outcomes:
Severity of symptoms:
PUQE O Rhodes Index O McGill Nausea Questionnaire [
Visual Analogue scales O Nausea and Vomiting of Pregnancy Instrument [

Secondary outcomes:
Maternal-physical:

Admission/readmission rate
Antiemetic / other medication use
Enteral/total Parenteral nutrition
Economic costs (hospital/medical care)
Weight loss

Other author defined NVP scale

oooooao

Maternal —psychosocial:

Quality of life (eg. SF-12/SF-36 score
Pregnancy specific QoL instrument
Satisfaction with care

Time lost from work

oooag

Fetal/Neonatal:

Congenital abnormality O
Small for gestational age (<10™ centile) O
5 minute APGAR O
Neonatal death O
Admission to special care baby unit O

Length of hospital stay

Amount/duration IV fluid administration

Adverse events
Adverse pregnancy outcomes
Therapeutic termination of pregnancy

General Health Questionnaire

NVP specific questionnaire

Direct costs to woman/family
Edinburgh post natal depression score

Low birth weight (<2.5kg)

Pre-term birth (<37 weeks gestation)
Stillbirth/1UD

Spontaneous miscarriage

Long term infant outcomes

oooa OoOoooo

oooOono

INCLUDE O

EXCLUDE O

Reasons for exclusion:
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ADDITIONAL STUDY INFORMATION

Population and setting

Intervention

Comparator

Location in
text

Population description

Setting (including country /
location / social context etc)

Inclusion exclusion criteria

Method/s of recruitment

Informed consent obtained

Yes [0 No [ Unclear O Yes [0 No [ Unclear O

Notes:

Methods

Descriptions as stated in report / paper

Location in
text

Aim of study

Design (no of arms)

Unit of allocation
(by individuals, cluster /
groups)

Start date

End date

Total study duration

Ethical approval needed /
obtained for study

Yes [

No O Unclear O

Notes:

Participant characteristics

Intervention

Comparator

Location in
text

Number of patients enrolled:

- Randomised (RCTs
only), n (%)

- Included (RCTs only), n

(%)

- Completed, n (%)




- Available for follow-up,
n (%)

- Withdrew/lost to
follow-up,
with reasons, n (%)

- Number analysed, n
(%)

Age (mean/median, SD/range)

Ethnicity, n (%)

Smoking status (give n (%) of
smokers)

BMI at baseline,
(mean/median, SD/range)

Weight at baseline
(mean/median, SD range)

Singleton pregnancy only (if no,
give n (%))

Gestational age at onset (week:
mean/median, SD/range)

Gestational age at primary
admission (week:
mean/median, SD/range)

Gestational age at study entry /
randomisation (week:
mean/median, SD/range)

Primiparas only (if no, give %)

Obstetric history (previous
NVP)

Pre-existing medical conditions
(please specify)

NVP / HG Severity:

- PUQE (Mean/median,
SD/range)

- Rhodes Index
(Mean/median,
SD/range)

- McGill Nausea
Questionnaire
(Mean/median,
SD/range)




- Nausea and Vomiting
of Pregnancy
Instrument
(Mean/median,
SD/range)

- Other scale (details)

Other baseline characteristics
(please specify):

INTERVENTION GROUPS (copy and paste table for each intervention group and comparator)

Intervention Group 1

Description in text

Location in
text

Group name

No. randomised to group

Theoretical basis (include key
references

Description of intervention
(include sufficient detail for
replication eg content, dose,
components)

Duration of treatment period

Timing of treatment (eg
frequency, duration of each
episode)

Delivery (eg mechanism,
medium, intensity, fidelity)

Providers (eg number,
profession, training, gender /
ethnicity / age if relevant)

Co-interventions

Economic variables (eg
intervention cost, changes in
other others as result of
intervention)

Notes:




Outcome 1

Description as stated in report / paper Location in
text

Outcome name

Time points measured

Time points reported

Outcome definition (with
diagnostic criteria if relevant)
Personal measuring/ reporting

Unit of measurement (if
relevant)

Scales: upper and lower limits
(indicate whether high or low
score is good)

Is outcome/tool validated? Yes O No O Unclear O

Imputations of missing data (eg
assumptions made for ITT
analysis)

Assumed risk estimate (eg
baseline or population risk
note in background)

Power

Notes:

Dichotomous outcomes

Description as stated in report/paper Location in
text
Comparison
Outcome
Subgroup
Timepoint

(specify whether from
start or end of
intervention)

Results Intervention Comparison




No.
events

No. participants

No.
events

No.
participants

No. missing participants
and reasons

No. participants moved
from other group and
reasons

Any other results
reported

Unit of analysis (by
individuals,
cluster/groups or body
parts)

Statistical methods used

Notes:

Continuous outcome

Description as stated in report/paper Location in
text
Comparison
Outcome
Subgroup
Timepoint

(specify whether from
start or end of
intervention)

Post-intervention or
change from baseline?

Results

Intervention Comparison

Mean | SD (or No. Mean | SD (or No.
other particip other partici
variance) | ants variance) | pants




No. missing
participants and
reasons

No. participants
moved from other
group and reasons

Any other results
reported

Unit of analysis
(individuals, cluster/
groups or body parts)

Statistical methods
used

Notes:

Other outcome

Description as stated in report/paper Location in
text
Comparison
Outcome
Subgroup
Timepoint

(specify whether from
start or end of
intervention)

Results

Intervention
result

SD (or other
variance)

Control
result

SD (or
other
variance)

Overall results

SE (or other variance)

No. participants

Intervention

Control

No. missing
participants and
reasons

No. participants
moved from other
group and reasons




Any other results
reported

Unit of analysis (by
individuals,
cluster/groups or body
parts)

Statistical methods
used

Notes:

Conclusion as reported by the authors of the study

Additional information and comments






