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2 Introduction

A. Problem statement The normal development, structural
integrity and function of the fetal
membranes are essential for the normal
progress and outcome of pregnancy.
One of the most important functions of
the membranes is to remain intact until
the onset of labor at term in order to
maintain the protective intrauterine fluid
environment, the amniotic fluid upon
which fetus depends for its survival



inutero

PPROM defines spontaneous rupture of
the fetal membranes before 37 weeks
and before labor onset. It has a major
impact on fetal and maternal outcome,
complicating the pregnancy leading to
maternal and fetal complications,
immediate risks such as
chorioamnionitis, cord prolapse, cord
compression and placental abruptions,
necrotizing enterocolitis and later risks
such as maternal or neonatal infection,
as well as the use of interventions such
as caesarean section and instrumental
vaginal delivery.

Different methods of induction for
cervical ripening like prostaglandins are
available. However, there remains the
risk of increased caesarean section due
to either failure of induction or
hyperstimulation. The chances of
infection increase, if the latent period
exceeds 24hrs. Keeping these
considerations, there was a tendency to
induce labor at the earliest.

In the fetus there is increased
occurrence of hyaline membrane
disease ,intraventricular hemorrhage,
sepsis, postural deformity, cord
prolapse, fetal distress and increased
fetal wastage

Thus, earlier the gestational age at the
time of PPROM, the longer the latency
and more the complications

B. Rationale Our study aims at identifying maternal
outcome complicating pregnancy like
chorioamnionitis and intrapartum fetal
distress, increased rate of caesarean
delivery, preterm birth. This helps in
early diagnosis and management for
better maternal and neonatal outcome.

C. Novelty Study of fetomaternal outcome in
preterm premature rupture of
membranes is done for the first time in



this geographic area.

D. Expected outcome and application It helps in designing expectant
management ( antibiotics, plan of
delivery)

3 Research question(s) IS PPROM associated with poor
maternal and fetal outcome ?

4 Research hypothesis (es), if any

Objectives of the Study

A. Primary objective(s)

B. Secondary objective(s)

To find out the prevalence of PPROM in
hospital delivery groups

To study the outcome of labor in
PPROM

To find out the maternal and perinatal
morbidity and mortality trends in
PPROM

6 Review of literature A study was conducted by van der
Marel1, R. de Jonge2, J. Duvekot1, I.
Reiss2, I. Brussé1 1 Erasmus MC,
Department of Obstetrics and
Gynecology, Division of Obstetrics and
Prenatal Medicine Rotterdam,
Netherlands
A total of 160 women (164 fetuses)
were included. 90 women (56.2 %)
developed complications (intra-uterine
infection, retained placenta, placental
abruption or sepsis). There was no
maternal mortality. 68 neonates were
admitted after birth. PPHN (64.7 %, p =
0.001) and contractures (58.8 %, p <
0.001) occurred significantly more in
neonates born after PPROM < 20 weeks
of pregnancy. Eventually 38.4 % of the
neonates survived. Neonates born after
previable PPROM > 20 weeks had a
greater likelihood of being alive at
discharge (22.7 vs. 46.9 %, p = 0.008).
Discussion: This study of previable
PPROM shows that more than 50 % of
the mothers develop one or more



complications. Neonates have a high
mortality rate, especially neonates born
after PPROM < 20 weeks of pregnancy
(1)

A study was conducted by Huiyan Sim,
Edward Araujo Júnior, Fabricio Da Silva
Costa and Penelope Marie Sheehan
Mean latency between PPROM and

delivery ranged between 20 and 43
days. Women with PPROM < 24 weeks
had an overall live birth rate of 63.6%
and a survival-to-discharge rate of
44.9%. The common neonatal
morbidities were respiratory distress
syndrome, bronchopulmonary
dysplasia and sepsis. The majority of
neonatal deaths within 24 h post birth
were associated with pulmonary
hypoplasia, severe intraventricular
haemorrhage and neonatal sepsis. The
common maternal outcomes were
chorioamnionitis and caesarean
sections. The major predictors of
neonatal survival were later gestational
age at PPROM, adequate residual
amniotic fluid levels, C-reactive protein
< 1 mg/dl within 24 h of admission and
PPROM after invasive procedures.(2)

A study was conducted by Laura Aoife
Linehan1*, Jennifer Walsh1, Aoife
Morris1, Louise Kenny1,2, Keelin
O’Donoghue1, Eugene Dempsey3 and
Noirin Russell1
( The prevalence of midtrimester
PPROM was 0.1 % (42 cases/44,667
births). The mean gestation at PPROM
was 18 weeks. The mean gestation at
delivery was 20+5 weeks, with an
average latency period of 13 days. Ten
infants were born alive (23 %; 10/42).
The remainder (77 %; 32/42) died in



utero or intrapartum. Nine infants were
resuscitated. Two infants survived to
discharge. The overall mortality rate
was 95 % (40/42). Five women had
clinical chorioamnionitis (12 %; 5/42)
but 69 % demonstrated histological
chorioamnionitis. One woman
developed sepsis (2.4 %; 1/42). Other
maternal complications included
requirement of intravenous antibiotic
treatment (38 %; 17/42), retained
placenta (21 %, 9/42) and post-partum
haemorrhage (12 %; 5/42). (3)

A study was conducted by Akila
Subramaniam, Sue S. Cliver, Stephanie
Smeltzer, Alan T. Tita & Luisa L. Wetta
Two hundred and thirty seven patients
with PPROM424/7 weeks who
delivered between 32/7 and 34/7
weeks were included in our analysis. Of
these 237 patients, 74 (31.2%) were
intentionally delivered with positive
FLM (+PG) and 163 (68.8%) were
managed expectantly. Indications for
delivery in patients without FLM
(n¼163) included spontaneous labor
(n¼85), chorioamnionitis (n¼26),
nonreassuring fetal status (n¼30) or
induction at 34/7 weeks per our
institutional practice (n¼39). Some
patients had more than one of these
indications for delivery. Baseline
demographics and other
characteristics of these two groups are
presented in Table 1. The two groups
were similar in regards to age, ethnicity,
parity and medical comorbidities with
the exception of chronic hypertension.
There was a notable difference
between corticosteroid administration
– as there was a greater proportion of
patients in the +PG group who
completed steroids. As expected, there
was a difference between gestational
age at delivery and type of labor
(induction versus spontaneous) given



the nature of the comparison
groups.(4)

7 Methodology

A. Study design Prospective observational Study

B. Study participants (human, animals or
both)

Human

i. Inclusion criteria

ii. Exclusion criteria

iii. Withdrawal criteria, if any (trial-related
therapy, follow-up and documentation
are terminated prematurely as it is
indicated to ensure safety of the
participants)

INCLUSION CRITERIA-

1)All pregnant women with a singleton
pregnancy between 28-37 weeks of
gestational age with PPROM

EXCLUSION CRITERIA-

1)Multiple pregnancies

2)Intrauterine growth restriction

3)Uterine anomalies

4)Fetal anomalies

5)Hypertensive disorders and pregnancy
induced hypertension.

6)Gestational diabetes mellitus

NIL



iv. Rescue criteria, if applicable (starting

symptomatic therapy either to control
symptoms of disease or to overcome
lack of adequate efficacy of the study
drug or placebo)

v. Number of groups to be studied,
identify groups with definition

NIL

C. Sampling

a. Sampling population

b. Sample size calculation

c. Sampling technique

All pregnant women with a singleton
pregnancy between 28-37 weeks of
gestational age with PPROM in
SDMCMS&H

100

Quota sampling

D. Randomization details (for
interventional studies)- Intervention
details with standardization techniques
(drugs / devices / invasive procedures /
noninvasive procedures / others)

Not applicable

E. Ethical Clearance from the Institution’s
Ethics Committee Obtained? (Copy to
be Attached)

Yes copy attached

F. Study procedure The proposed study is hospital based
study centered in tertiary care hospital
SDM COLLEGE OF MEDICAL SCIENCES
AND HOSPITAL,DHARWAD. The
patients who fulfill the inclusion and
exclusion criteria will be included in the
study .

G. Data collection methods including
settings and periodicity

After obtaining permission from the
institutional ethical committee and
informed consent from the patient,
patient will be studied in this



prospective observational study.
Patients who are willing for the study
will be included in the study and
fetomaternal outcome is assessed .

NOVEMBER 2021-OCTOBER 2022

H. List of statistical tests to be used for
data analysis

Statistical package for the social
sciences

I. If it’s a Clinical Trial: Clinical Trials
Registry of India or equivalent
registration number to be mentioned

No

8 List risks and benefits of the study CHORIOAMNIONITIS

BENEFITS –To detect maternal and
fetal complications of PPROM –plan of
management
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PATIENT’S STATEMENT

I voluntarily accept admission to the SDMMCH for the performance of the studies.
The nature, demands and hazards involved in these studies have been fully explained to me.
I understand that I may withdraw from these studies at any time for any reason. I confirm
that I have passed my eighteenth birthday, the required minimum age necessary to take
part in an adult research study.

I consent to the release of scientific data resulting from my participation in this
study to the Principal Investigator for use by her for scientific purposes. The principal
Investigator assures my anonymity. I understand that the record of this experiment
becomes part of my medical record and is protected as a confidential document. I
understand that this record will only be available to physicians and investigators involved
with this study. Other staff may be authorized by the Head to review the record for
administrative purposes or for monitoring the quality of patient care.
In the unlikely event of physical injury resulting from participation in this research, I
understand that medical treatment will be available from the SDMMCH, including first aid,
emergency treatment and follow – up care as needed. However, no compensation can be
provided for medical care apart from the foregoing. I further understand that making such
medical treatment available, or providing it, does not imply that such injury is the fault of
the investigator(s).I also understand that by my participation in this study I am not waiving
any of my legal rights. I understand that in the case of any problem I can contact Dr
(Mrs)RATHNA MALA DESAI, PRINCIPAL & DR(PROF),
ASHA NERAVI Head of the Dept of Obstetrics and Gynaecology or any member of the
Institutional Ethical Review Board, SDM MEDICAL COLLEGE DHARWAD



Date:--------------------- Signature: ---------------------

Witness: ------------------- Name: ----------------------

Physician’ s Statement:

I have carefully explained the nature, demands and foreseeable risks of the above studies
to the patient.

Date: -------------------- Signature: ---------------------

��ೕ ಧಮ೯ಸ�ಳಮಂಜು�ಾ�ೕಶ�ರ �ೖದ��ೕಯಮ�ಾ��ಾ�ಲಯಮತು� ಆಸ���
ಮಂಜು��ೕ ನಗರ, ಸತೂ�ರು, �ಾರ�ಾಡ
ಕ�ಾ�ಟಕ -೫೮೦೦೦೯

ಒ��� ಪತ�

�ಾಗವ�ಸುವವರು �ಸರು :

ಪ�ಾನ �ೖದ��ೕಯಸಂ�ೂೕಧಕರ �ಸರು : �ಾಕ���ೕಘನಎ�

ಸಂ��ಯ�ಸರು : ��ೕ ಧ.ಮಂಜು�ಾ�ೕಶ�ರ �ೖದ��ೕಯಮ�ಾ��ಾ�ಲಯಮತು� ಆಸ���

..........................................ವಯನ��ನ �ಾನು, ಈ ಮೂಲಕ “ಆ�ಾ�ಕ ಅವ�ಪ�ವ� ��ೕ�ಗಳ ಹ�ಯು��
ಇಂದ �ಾ� �ಾಗೂ ಭೂ�ಣದ �ೕ� ಆಗುವ ಪ��ಾಮಗಳ�” ಎಂಬ ಅಧ�ಯನದ�� �ಾ�ೂ�ಳಲು ನನ�
ಒ���ಯನು�  �ೕಡು��ರು�ನು
ಈ ಅಧ�ಯನದ ಗು�, ಇದ�ಂ�ಾಗುವ ಉಪ�ೕಗಗಳ�, �ೂಂದ�ಗಳ ಬ�� ಕೂಲಂಕುಶ�ಾ� ನನ�

ಅಥ��ಾಗುವ �ೕ�ಯ�� ನನ� ಆಡು�ಾ�ಯ�� ���ರು�ಾ��. ಇದನು� ಸ��ಾ� ಅ�ೖ���ೂಂಡು �ಾನು
ಸ�ತಂತ���ಾ�,�ಾರಒತ�ಡವ� ಇಲ�� ಒ��ರು��ೕ�.

1. ನನ��ೕ�ರುವ�ಾ��ಯನು� ಓ�ಅಥ��ಾ��ೂಂ���ೕ�.
2.ನನ�ಈಅಧ�ಯನದಬ��ಮತು� ಒ��� ಪತ�ದಬ�� �ವ�ಸ�ಾ��.
3.ನನ� ಹಕು�ಗಳ�ಮತು� ಜ�ಾ�ಾ��ಗಳಬ�� ನನ��ವ�ಸ�ಾ��.
4.�ಾನು ��ದು�ೂಂಡುಅಥ�ಾ�ಂ���ದು�ೂಂಡಎ�ಾ� ����ಗಳ� ಸಂ�ೂೕಧಕ�� ��ಸ�ಾ��.
5.�ಾನು�ಾವ��ೕ ಸಮಯದ�� ಅಧ�ಯನ�ಂದ�ೂರಬರುವಅ��ಾರವನನು� �ೂಂ�ರು��ೕ�.
6. ತ��ಾ��ಾ��ಂ��ಸಹಕ�ಸಲು �ಾನು ಒಪ����ೕ�ಮತು� �ಾನುಅ�ಾ�ಾನ� �ೂೕಗ ಲ�ಣಗ�ಂದ
ಬಳಲು��ದ�� ತ�ಣಅವ�� ��ಸು��ೕ�.
7.ನನ� ಒ��� ಇಲ�� ತ���ಾರರು�ಾವ��ೕ �ಾರಣ���ಾವ��ೕ ಸಮಯದ�� ಅಧ�ಯನ�ಂದನನ�
�ಾಗವ�ಸು��ಅಂತ��ೂ�ಸಬಹುದು ಎಂದು �ಾನು �����ೕ�.
8.�ಾ��ೕಜಕರು,�ಯಂತ�ಕ  �ಾ���ಾರಗಳ�,ಸ�ಾ�ರದಏ���ಗಳ�ಮತು� �ೖ�ಕ ಸ��ಯ��



�ಾಗವ�ಸುವವ��ಅಧ�ಯನದಪ��ಾಮಗಳನು� �ಡುಗ��ಾಡಬಹುದು ಎಂದುಅನುಮ�
�ೕ�ರು��ೕ�.
9.ಈಅಧ�ಯನವನು��ಾವ��ೕ �ೕ�ಯ�� ಪ��ಾಶನ�ಾಡಲು ನನ� ಅಭ�ಂತರ�ರುವ��ಲ�.
10.ನನ� �ಷಯವನು� �ಾವ�ಜ�ಕ�ಾ� �ೕಡ�ಾದ�� ನನ� ಗುರುತನು� �ೌಪ��ಾ� ಇಡ�ಾಗುವ�ದು.
11.ನನ� ಪ���ಗ�� ಸ�ಾ�ಾನಕರ�ಾ�ಉತ��ಸ�ಾ��.
12.�ಾನು�ಾವ��ೕಪ���ಗಳನು� �ೕಳಲುಮುಕ��ಾ���ೕ�ಮತು� ಪ���ಗ�� ಸ�ಾ�ಾನಕರ�ಾ�
ಉತ��ಸ�ಾ��

��ಾಂಕ :
ಸಮಯ : �ೂೕ�ಯ�ಸರುಮತು� ��

�ಾ��ಾದವರ �ಸರುಮತು� ಸ�

�ೂೕ�ಯಸಂಬಂಧ

�ೖದ�ರ ಸ�



PROFORMA

-

SL NO- UHID NO-

NAME- OCCUPATION-

AGE- RELIGION-

SOCIOECONOMIC STATUS- ADDRESS-

PRESENTING COMPLAINT-

HISTORY OF PRESENT PREGNANCY-

OBSTETRIC HISTORY-

Married life-

Consanguinity-

G P L D A-

H/O Contraception-

MENUSTRUAL HISTORY-

Age of menarche-

Past cycle-

LMP- EDD- POG-

PAST HISTORY:

MEDICAL HISTORY:

SURGICAL HISTORY:

FAMILY HISTORY:



PERSONAL HISTORY:

Diet-

Sleep-

Appetite -

Bowel and bladder-

GENERAL PHYSICAL EXAMINATION

Pallor- Icterus- Cyanosis- Clubbing- Lymphadenopathy- Edema-

Temp- PR-

RR- BP-

SPO2-

SYSTEMIC EXAMINATION-

CNS-

CVS-

P/A-

OBSTETRIC EXAMINATION-

Height of uterus-

Lie-

Presentation-

Position-

Presenting part- Engaged/Unengaged

FHS-

P.S-

P.V-

INTERVENTION –

MODE OF DELIVER-



Vaginal-

LSCS- INDICATION-

Ventouse-

Forceps-

BABY DETAILS

Sex-

Time of birth-

Date of birth-

Birth weight-

Apgar at 0,5,10 min

ANTIBIOTICS - Dose Duration

NICU ADMISSION Y/N if yes indication

HOSPITAL STAY

POST PARTUM HEMORRHAGE

FEVER POSTPARTUM

MATERNAL MORBIDITY

MATERNAL MORTALITY

NEONATAL MORBIDITY

NEONATAL MORTALITY








