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Introduction

Nausea and vomuting of pregnancy (NVP) is the most prevalent medical condition
associated with pregnancy, affecting up to 80% of pregnant women(Mitsuda, Eitoku,
Macda, Fujieda, & Suganuma, 2019), (Matthews, Haas, O'Mathana, & Dowswell,
2013). Nausea and vomiting of pregnancy commonly occurs between 5 and 18 weeks of
pregnancy. Between 50 and 90% of women with normal pregnancies have some degree
of nausea, with or without vomiting. The ctiology of NVP is unknown, and symptoms
range in severity from mild nausea to the most severe form of vomiting, known as
hyperemesis gravidarum (HG). This occurs in 0.3-3.6% of pregnancies, and can
potentially result in metabolic disturbances, including dehydration and ketosis (Boelig.

Barton, Saccone, Kelly, Edwards, &Berghella, 2018).

There 1s a relationship between (NVP) during pregnancy and some pregnancy
complications as significant relationship with preterm labor (P=0.002), hypertension
(P=0.003), anemua (P=0.002), and cesarcan section (P=0.009). (Mohamadi, Garkaz.

Abolhassani, &BolbolHaghighi, 2020). ,_»0 5‘/, \; / %
P )

Nausea and vomiting of pregnancy often develops by §™ to 6™ weeks of pregnancy
and affects 84% of women. The symptoms are usually worst around nine weeks and
typically improve by 16 to 18 weeks of pregnancy. However, symptoms continue into the
third tnmester m 15% to 20° of women and until delivery in 5% of women. (Hassan et

al, 2017)
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Mild pregnancy-related nausea and vomiting is typically characterized as a pregnant

Woman feeling nauseated each day and possibly vomiting once or twice/day. (Hinkle, et

al, 2016). It is usually not harmful to the fetus, although obviously vomiting daily has a

serious impact on a woman’s life (ACOG, 2018).

The moderate form of (NVP) is diagnosed when the women's score of Pregnancy

Unique Quantification of Emesis and Nausea (PUQE 24) is from 7-12. In one meta-

analysis, the odds of miscarriage in women with nausea and vomiting in the first 20

weeks of pregnancy was odds ratio (OR) 0.36 (95% CI 0.2-0.42). The analysis did not

correlate outcome with respect to the severity of the disorder, most of the women 1n the

studies had mild symptoms rather than hyperemesis (Hinkle et al, 2016).

Nausea and vomiting of pregnancy is most likely 2 multifactorial condition and has been

associated with many risk factors. Multiple nutrient deficiencies have been identified in
association with nausea and vomiting. Women with nausea and vomiting are more likely
to be younger, primiparous, female infant sex, twins or triples, history of nausea or

vomiting, history of being susceptible to motion sickness, family history of nausea during

pregnancy , and less likely to drink alcohol ( Roseboom, Ravelli, & Painter,2011).

IZ

Nausea and vomiting of pregnancy was significantly associated with several
characteristics, including daily life functioning, quality of life and willingness to become
pregnant again. The negative impact was greater the more severe the symptoms were,

although considerable adverse effects were also seen among women with mild and

moderate NVP symptoms. Women with severe NVP considered terminating the
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Pregnancy due to NVP, and others considered not to get pregnant again. Severity of NVP

femained significantly associated with reduced global quality of life when adjusting for
maternal characteristics and illnesses with p (95% CI)=—10.9 (-16.9, —4.9) for severe
2017). Nausea and

versus mild NVP (Heitmann, Nordeng, Havnen, Solheimsnes, &Holst,
vomiting of pregnancy can also impact women’s ability to carry out daily parenting OT
work tasks. Up to 35% of women with NVP report depression (Bustos, Venkataramanan,

& Caritis, 2017).

Treatment and management of NVP depend on severity of symptoms. Time of

treatment is of great significance, as early treatment can reduce the severity and intensity

of NVP symptoms, decrease the need for hospitalization, reduce time waste for working

pregnant women, and diminish psychological disorders and psychiatric problems.

However, more evidence is needed to support early intervention. (Davis,2004).

Nausea and vomiting during pregnancy may be undertreated due to the concerns about

the safety of medications however; this does not mean that women do not seek other
treatments. It can be more difficult to control symptoms once nausea and vomiting of
pregnancy progresses. According to American College of Obstetrics and Gynecology

(2018), Treatment in the early stages of NVP can avert more serious complications. Mild

to moderate cases can be resolved with changes to lifestyle and diet /\W \7 / -

Non-pharmacological remedies such as dietary modifications, dehydration prevention,
rest, exercise, fresh air breathing, herbal remedies (such as ginger and peppermint),
aromatherapy, sleep pattern adjustments, psychotherapy, hypnosis, homeopathy, music
therapy, and acupuncture (e.g., electro-accu-puncture, electrical nerve stimulation
through the skin, and acupressure), (Boelig, Barton, Saccone, Kelly, Edwards, &

Berghella, 2018). Nutritional care and lifestyle changes are important parts of treatment
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for NVP. Nutritional modifications, such as use of carbohydrates and carbonated drinks,
as well as relaxation techniques are effective in this area. Previous research on women

Also, a

with NVP shows that dietary changes lead to a moderate decline in the symptoms.
ere NVP

recent study showed that women on a high-protein diet experience less sev

(Matthews, Haas, Mathuna, &Dowswell, 2015).
Other recommendations for women with NVP include minimizing the time for

gestion, eating food in quiet and comfortable places,

preparing food, lying down after di
liquid half an hour before and after a

avoiding warm places with thick odors, drinking
mile), and wearing

meal, drinking a cup of herbal tea with honey (such as mint and chamo
comfortable clothes. Brushing the teeth after a meal, drinking mint tea, or sucking on

peppermint candy after meals can also improve postprandial nausea (ACOG,
2018).However, these recommendations haven’t been tested

According to Ottawa guidelines the management of NVP is combination of different

about lifestyle modifications, nutritional therapies,

regimen recommendations

complementary medicine, and acupressure, aims to restore optimal nutrition and quality

of life during pregnancy. In addition to general information it includes risk factors,
general guidelines, nutritional considerations, suggested foods, and sample menu
designed to control nausea and vomiting during pregnancy. The guidelines include no

drugs and are based on life style modification and self administered management.

The potential of pharmacologic and non-pharmacologic treatment options have not
been studied fully and available evidence is generally of low quality. This negatively
affects the quality of patient care There is no evidence to support the effectiveness of

v/ >

dietary restrictions to relieve symptoms, (Matthews 2014).

5
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In Egypt, documented data about prevalence of nausea and vomiting during pregnancy
is scares. This is because nausea and vomiting during pregnancy (NVP) are not as a
pathological condition to be admitted to the hospital. Therefore, Research has been

focusing more on hyperemesis gravidarum (HG) admitted to hospitals. (Mahmoud, 2012)

Significance of the study

The Ottawa nutritional guidelines are designed by Ottawa Hospital, Canada 2017 for the

management of NVP and raising pregnant women’s awareness of self-care in order to

improve their quality of life. The guideline aims to provide evidence-based instructions for
the early treatment of NVP and suggests strategies for the early diagnosis and treatment of
this condition in order to prevent hyperemesis gravidarum that need for injection therapy,
and increased cost of hospitalization. A study to explore thoughts and attitudes among
Norwegian pregnant women and care provider on treatment of NVP and pregnancy care
showed that the health care provider perceive NVP as normal so it made the women feel that
their distress due to NVP was trivialized by them, and both the care provider and the women
showed a reluctant attitude to medical treatment of NVP. The care provider gave the
impression of considering medical treatment only after progression of symptoms to

becoming quite severe. (Heitmann, Svendsen, Sporsheim, & Holst; 2016).
/\Qj/ \7 / 7

To study the impact of applying Ottawa nutritional guidelines on the progress of the

Aim of the Study

course of nausea and vomiting during pregnancy
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Primary
Outeomes

Control

Conceptual Framework

Research Hypothesis
Hypothesis: 1

Pregnant women with nausea and vomiting who will follow the Ottawa nutritional
guidelines will show improved nausea and vomiting as scored by the modified 24-hour

pregnancy-unique quantification of emesis and nausea (PUQE 24) compared to those

who receive routine antenatal protocol.

Subjects and Methods /\é} /’ \.: />

Research Design. Randomized controlled trail (single blind)

is a type of scientific experiment that aims to reduce certain sources of bias when

testing the effectiveness of new treatments; this is accomplished by randomly

allocating subjects to two or more groups, treating them differently, and then

comparing them with respect to a measured response, One group (the experimental

RS T CYE ri:]
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group) receives the mtervention being assessed, while the other usually called the

(control group) receives an alternative treatment, such as a placebo or no

intervention. The current study includes two groups (Study group), which will
receive routine antenatal care in addition to the Ottawa nutritional guidelines, and

(control group), which will receive only routine antenatal care.

Setting
Antenatal clinic at El: Zahra center will be the setting for collecting the data needed to

conduct this study. El: Zahra center a nongovernmental obstetric center affiliated by the

Egyptian ministry of health, located in Moshtohor, Toukh, Qualubia governorate, it is
equipped to manage primary and referral cases, it provides antenatal care to low risk
pregnant women, as well as vaginal deliveries, cesarean section, management of intra-
partum complications, early postpartum care, management of postpartum complications
in addition to different obstetric and gynecological services as IUD insertion or removal,

infertility management, and family planning services. Approximately annually

admissions according to its local statistics for the year (5000 case, 2019).

Sample A total of (60) pregnant women who complain of mild to moderate nausea and
vomiting, (having a score of 7-12 on the (PUQE 24) will be recruited for this study via
simple sampling, subjects who will meet the inclusion criteria will be randomly
allocated to either intervention or control groups (N=30) cach using sealed opaque
envelops. Subjects will be recruited according to the following inclusion criteria: 1)
primigravida; 2) gestational age of 7-13 weeks: 3) singleton pregnancy; 4) having a
score of 7-12 on the (PUQE 24): 5) can read and write; 6) having phone number; 7) not

receiving medications for reducing NVP, except for vitamin B6; 8) wanted pregnancy.
o i

8
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[he exclusion criteria will be as follows: 1) subject’s unwillingness to continue the
study, 2) occurrence of obstetric complications during the study, 3) hyper-emesis
gravidarum, 4) having physical or mental disorders: 5) having oral/speech impairments;
6) having assisted reproductive techniques for the present pregnancy; 7) having two
consecutive miscarriages before the current pregnancy; 8) old primigravida 9) narcotic
use or alcohol drinking, and subjects who will show signs and symptoms of
hyperemesis gravidarum during the study will be dropped out and referred to medical

carc.

: . , ; . N e ‘.
Sample size is calculated according to this equation: = rNe? n=sample size,

70 70 .
= ation si =Co-effici : N = == = 60 Subjects
N=population size, e=Co-efficient factor (error), n PETIYT tis O d

(30) for cach group.
Randomization

The researcher will attend the study setting to collect the required sample, women who
met the eligibility criteria will be numbered by the researcher & randomly every odd
number will be recruited in the study, a random assignment and allocation of the
participants in each group through using closed opaque envelopes containing card

written on it P6 acupressure or control group will be done.

Tools for Data collection /‘wfo U/ D

Required data will be collected by using the following tools:

1-Structred interview questionnaire Schedule It will be designed by the

investigator and will encompasses of a) socio-demographic characteristics of pregnant
women, b) history of current pregnancy such as gestational age, gravidity, parity, Ob

code, ¢) data related to history of nausca and vomiting during previous and current
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pregnancy. This tool will be designed by the research investigator and approved by panel
experts in gynecology and maternity nursing.

2- Modified 24-hour Pregnancy-Unique Quantification of Emesis and nausea

(PUQE 24): Quantification of Emesis/Nausea (PUQE 24) Index It is an objective and
validated index adopted from (Ebrahimi et al., 2009) and used to measure the severity of
symptoms of nausea and vomiting of pregnancy (NVP) in the previous 24 hours. This
index contains three questions regarding the length of nausea per day in hours, the
number of daily vomiting episodes, and the number of retching episodes. Each PUQE 24
question has a rating from one to five.

Scoring The three (PUQE 24) questions each have a rating from 1-5, thus the
composite sum (PUQE 24 score) ranged from 3-15. A score between 3-6 points was
defined as mild NVP, 7-12 points as moderate NVP and scores 13 points was classified
as severe NVP/HG, in line with former studies.
3-Ottawa nutritional guidelines to help control nausea and vomiting during pregnancy.
This guideline aims to provide evidence-based instructions for the early treatment of
NVP and suggests strategies for the early diagnosis and treatment of this condition in
order to prevent hyperemesis gravidarum, need for injection therapy, and increased cost
of hospitalization. Developed by Ottawa Hospital, Canada 2017. This guideline will be
used as a guide for intervention and follow up. It includes recommendations about
lifestyle modifications, nutritional therapies, complementary medicine, and acupressure.

Validity and reliability of the tools Structred interview questionnaire Schedule

Tools will be submitted to a panel of three nursing experts in the field of obstetrics and to
test the content validity will be carried out according to the panel judgment on clarity of

sentences and the appropriateness of content. Internal consistency by Cronbach’s a.

s
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The version of 8 4. ol . .
' PUQE 24-24, is valid as a clinical tool to distinguish between regular
morning sickness and severe nausea and vomiting of pregnancy (Lacasse, Rey, Ferreira,

Morin & Bérard, 2008).

Pilot study

A pilot study will be conducted of 10 % of the sample to test the feasibility of
data collection as, clarity and objectivity of the tools.

Ethical consideration

An official permission to conduct the study will be obtained from the ethical
committee from faculty of nursing Cairo University. Also, an official permission was
granted from the director of setting. The research investigator will introduce her to the
women who met the inclusion criteria and informed them about the aim of the study in
order to obtain their acceptance. All women will be informed that participation in this
study is voluntary; and they can withdraw at any time during the study without giving

reasons and their withdrawal will not affect the care they will receive. An informed

written consent will be obtained from study participants.

Procedure

All registered pregnant women who complain of nausea and vomiting will be invited to
participate in the study. Those who meet the inclusion criteria will be enrolled. The aim
of the study will be explained to subjects to gain their acceptance to participate in the
study, after obtaining the written consent forms, subjects will then be randomly allocated
to either intervention (N=30) or control (N=30) using closed envelopes containing card

/L&/\///D

written on it P6 acupressure or control group.
Interviewing:

11
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Each participant in both groups will be interviewed face to face to collect data
related 1o socio-demographic status, medical and obstetrical history will be collected
from both groups. Baseline data regarding frequency and severity of nausea and vomiting
will be documented using (PUQE 24). Each interview will take 15 minutes.
Implementation: Subjects in the study group will attend scheduled small group
educational and training sessions that are based on Ottawa guidelines to improve nausea
and vomiting of pregnancy. The sessions will be run by the investigator as well as a
licensed physiotherapist who will teach the subjects the acupressure technique. Number

: . . . . Sanien 1 . " ¢
of subjects in each session will be 3-5. Meanwhile, subjects in the control group will be

receiving the routine antenatal care, and will be equally followed up for the whole

duration of the study except for the intervention.

Table (1) below shows the time, duration and contents of the educational and training

sessions.
r I*' Session 2" session
[Timc duration For 40 minutes For 40 minutes
Content Introduction_about NVP, causes, signs | Ottawa guideline (continued)
and _symptoms, _complications _and | lifestyle modifications, and the
treatment. use of acupressure by the
!
! Ottawa general guidelines for nausea | physiotherapist (how to apply
‘ g g phy p ppiy
|
; and vomiting Using slides show and | pressure on the Neiguan point
| |
\Q/L/ v/ o
12 /

i
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open diSCllssion T e

of the wrist for 1 to 2 min in
case of nausea). Assessment of

women'’s ability to apply the

acupressure

e

After ; . ' ‘
Alter the end of the second Session, Arabic booklets will be given to the intervention

group to study at home. In addition, samples of recommended foods by the guidelines

will be distributed to be shared by the participants during or after each session.

Monitoring and evaluation

The study group will apply acupressure treatment by pressing for ten minutes on the
anterior surface of the forearm, between the tendons of Palmaris longus and the flexor
carpiradials, follow up phone calls twice a week, in addition to scheduled 2 meetings in
the clinic will be done by the investigator for subjects in both study groups to assess for

nausca and vomiting as well as other complaints.

Statistical Analysis /\ﬂ/ \// / -

Data analysis .Statistical Package for the Social Science (SPSS) version (20) will be
used for statistical analysis of data. Collected data will be summarized and tabulated by
using descriptive statistics. Inferential statistics (T-test and Chi-square) will be used to

examine the differences between the study groups.P value of 0.05 will be consideredas

significant.

13
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Model final approval

Decision of the Scientific Research Ethics Committge
The Scientific Research Ethics Committee met at the Faculty of Nursing - Cairo

October 18. 2021 and discussed the files submitted by:
Postgraduate Student Name: Noura Mohamed Eltoukhi o
Department: Obstetric and newborn health nursing- Faculty of Nursing - Cairo University

RHDIRB2019041701
FWA 00026458 valid to 22-01-2023

Study number:

2020 - 44

University on

Study name
(In English)

Effect of Implementing Ottawa Nutritional
of Nausea and Vomiting During Pregnancy

Trial)

Guidelines on the Course
(A Randomized Control

The Committee's
decision

The application form approved by the Scientific Research Ethics Committee at
the Faculty of Nursing - Cairo University has been reviewed for the Mrs.

Noura Mohamed Eltoukhi which he collected his scientific doctorate thesis
data, and accordingly, the final approval is granted.

T 10RG0006883 Cairo University

Committee members

No. Name Occupation Affilliation [ Attendance | Opinion

1. | Prof. Shadia Abdel Qader Hassan Professor Emeritus of Maternal and Chairman v v

Newborn Health Nursing of the
Committee

2. | Prof. Nafisa Mohamed Abdel Qader Professor Emeritus in the Department Committee v \
of Mental Health Nursing and Director member
of the Project Management Unit

3. | Prof. Najah Mahmoud Abdo Emeritus Professor, Department of Committee v v
Comiunity Health Nursing member

4. | Prof. Atef Badran Emeritus Professor at the National Committee v v
Cancer Institute member

5. | Prof . Gihan Ahmed Al-Samman Professor Emeritus of Pediatric Committee v v
Nursing member

6. Prof Nahed Muhammad Mustafa Ali Professor at the Faculty of Medicine - Committee v v
Suez Canal University and a member of | member
the Egyptian Network of Scientific
Research Ethics Committees

7. | Ass.prof. Sahar Hassan Ali Banan Assistant Professor, Department of Committee \J v
Nursing Administration. member

8. | Ass.prof. Dalia Salah El Din Abdel Assistant Professor, Department of Commission v v

Moneim El Saadawy Surgical Internal Nursing, decision
9. | Mr. Ahmed Mahmoud Mahmoud College legal affairs officer Committee v v
Hassan member

10 Mr. Ibrahim Abdel Baqi Abdel Hamid | Third HR Specialist, Faculty of Oral Committee v v

and Dental Medicine member

Committee member (no) one of the supervisors. Or the study participants who is a member of

)

ipated in voting on the decision.
Chairman's signature

Prof. Shadia A. Hassan

.Professor of Materna.INewborn Health Nursing-
Faculty of Nursing - Cairo University
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