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Section C:  Background Information

Each year, roughly 134 million women give birth worldwide, and roughly 3.0 million give birth vaginally in the 
U.S. During childbirth, labor and delivery are divided into three phases. During the 1st phase, uterine 
contractions push the baby down against the cervix (the opening of the uterus), until the cervix fully dilates to 
10 cm. During the 2nd phase, the baby begins exiting through the cervix and travels through the vaginal canal 
until it is finally delivered. During the 3rd phase, the placenta is delivered. The average delivery lasts 
approximately 14 hours with the 1st phase taking approximately 12 hours, and the 2nd phase lasting 1-2 
hours. During the 1st phase, the cervix dilates to approximately 10 cm over an extended period of time (12 
hours average), while the vaginal canal and the surrounding pelvic muscles don't noticeably dilate from their 
baseline diameter of 2.6 cm. During delivery, the baby passes through the vaginal canal and stretches the 
tissue and muscles from a baseline diameter of 2.6 cm to 9-10 cm in a short amount of time. This extreme 
dilation may create a tremendous amount of pelvic tissue damage, which results in significant consequences. 
Additionally, resistance from pelvic soft tissue contributes to the length of delivery time; and increased 
delivery time is associated with an increase in the use of delivery instruments, fetal hypoxia, and maternal 
pain. Lengthy delivery time is a critical clinical parameter because it contributes to adverse sequelae of 
childbirth. The biomechanical resistance of the distal birth canal tissue to dilation puts resistance and 
pressure on the fetal head as it is pushed through the distal birth canal; this resistance can lead to lengthy 
delivery time. Lengthy delivery time can increase the stress the baby experiences during delivery by 
subjecting the baby's head to pressure for a longer duration and preventing the baby from getting oxygen in a 
timely manner, leading to or exacerbating fetal hypoxia. In an attempt to avoid such sequelae, healthcare 
providers observing lengthy delivery times may be more likely to use instruments during delivery, which can 
cause injury. In a large population-based cohort study adjusted for maternal and infant characteristics and 
delivery management, it was shown that lengthening the duration of the second stage of labor increased the 
risks of birth asphyxia-related complications and admission to the Neonatal Intensive Care Unit (NICU). 
Another study found that longer duration of pushing increased the risks of umbilical artery acidosis, admission 
to NICU, as well as maternal exhaustion. Resistance from pelvic tissue can also lead to pelvic tissue injury, 
common after childbirth. Pelvic tissue injury means both the lacerations that are immediately visible after 
delivery, injuries that affect at least 80% of women after giving birth; and occult injuries, which can only be 
detected and diagnosed with imaging. The possibility of vaginal tearing is one of the things women fear most 
about childbirth, and CMS estimates the direct costs of treating visible vaginal lacerations to the US 
healthcare system to be over $650M each year. The consequences of visible lacerations are acute and 
chronic pain, longer recovery times, sexual dysfunction, and permanent disfigurement. The occult injuries, 
also referred to as pelvic floor trauma, when the pubovisceral muscle is completely separated from the pelvic 
bone, occurs in 10-30% of deliveries. In addition, 20%-30% of women may also suffer from partial tears or 
injuries to this muscle. Figure 1 shows an ultrasound image of a pelvic muscle separated from the pelvic bone 
after vaginal delivery. After obstetric fistula, occult injuries are the most significant form of maternal birth 
injury; because they are not visible, they can be overlooked during typical clinical practice and when they are 
detected cannot be surgically repaired. They are the leading factor in developing pelvic floor disorders. Over 
half of all women in the US will suffer symptoms from pelvic floor disorders by the time they reach 55 years 
old and about 11% of all women in the US will require surgery for these symptoms. However, many women in 
and outside the US suffer from post-childbirth symptoms but do not seek or have access to treatment. The 
costs of treating urinary incontinence and pelvic organ prolapse are roughly $13BN annually. Both long 2nd 
phase of labor durations and pelvic injury are two key challenges posed by the same biomechanical 
phenomenon of pelvic tissue resistance during childbirth. The ability of the tissue to stretch appears to be 
governed by both biomechanical and biochemical factors. It has been shown in the field of sports medicine 
that muscle and connective tissues are viscoelastic and strain rate dependent. In other words, the slower a 
muscle is stretched, the easier it is to stretch. Using MRI-based computer modeling, it is known that the most 
distal pelvic muscles comprising the levator complex must lengthen by a factor of 3 to 4 during the crowning 
of the fetal head in the second stage of labor. In that second stage, these muscles experience this rapid 
distension within seconds to minutes. In contrast, it is believed that the tissue limit for maximum elastic strain 
for skeletal muscle is only 150% its resting length. One reason may be the viscoelastic nature of the tissues. It 
also should be noted that injuries to pelvic muscles are not seen in women who have never gone through 
childbirth, or delivered via C-section. Dr. Ashton-Miller and Dr. Delancey, leading experts on the 
biomechanics of labor, note that principles analogous to other muscles are at work in the birthing process: 
When a passive muscle is stretched, its force depends on two factors: the strain rate and the product of the 
strain times the strain rate. Hence, a physician performing an instrumented delivery (vacuum or forceps 
instrumentation) is probably wise to keep the rate of pelvic muscle stretch as low as possible by delivering the 



fetal head as slowly as is reasonable. However, delivering the fetal head slowly may lead to or exacerbate 
fetal hypoxia and subject the fetus to more stress. The extreme dilation of the pelvic tissues during childbirth 
both create resistance that impedes and slows the delivery of the baby and suboptimally over-stretches and 
injures pelvic tissues. Additionally, the more a tissue exhibits creep behavior, the further it will stretch under a 
constant load. The more it exhibits relaxation behavior, the more the stress in the tissue will decrease over 
time when held at a constant length, thereby helping to lower the risk of rupture in the next loading cycle. One 
of the most promising ideas to ease delivery and prevent injury is to slowly prepare the pelvic muscles, during 
labor while the cervix is dilating, in order to maximize their stretch, thus alleviating the need for the baby to 
stretch these tissues to be delivered. Current Options No effective, standardized, procedures exist to assist a 
woman in preconditioning the tissues of the vagina and surrounding structures prior to and during labor. 
Historically, gourds of increasing size have been used in Africa in an attempt to prepare the tissue for labor. 
Today, there are techniques such as perineal massage, passive decent, hot compresses, and hands-on 
delivery that are often performed in the hospital and have showed some promise toward reducing injuries. 
The most common form of manual stretching to prepare for delivery is a perineal massage. There have been 
several studies that have been conducted of massaging prior to and during labor to ease the delivery. Some 
of the studies have shown no decrease in laceration rate, while some studies have shown some small 
benefits. We believe the differences in these studies results are due to the wide variety of techniques. We 
believe the studies that have shown that perineal massage reduces the injury rate of tissue are due to 
stretching the tissue more, over a greater length of time. According to a review paper on the subject of 
perineal massage, the method of action for massage is to pre-stretch the tissue and has been shown to 
reduce maternal injuries. Review authors Beckmann and Stock note It is proposed that perineal massage 
may increase the flexibility of the perineal muscles and therefore, decrease muscular resistance, which would 
enable the perineum to stretch at delivery without tearing or needing an episiotomy. While Materna Medical is 
not the first company to explore a better way to prepare female anatomy for the trauma of delivery, it is the 
first to provide a solution that can effectively be used during labor under the supervision of trained 
professionals. The only device previously introduced with the goal of pre-stretching tissue is called the Epi-
No. The Epi-No is a small balloon that was intended to be used at home by the woman, 1-3 months before 
the mother's due date. The goal was to inflate the balloon up to 4-5 cm, at which time the woman would then 
practice pushing out the device. A clinical study was completed in Israel and the device did not show any 
reduction in laceration or episiotomy rates. We believe that the Epi-No was not successful because it did not 
dilate the tissue enough or at the appropriate time (just prior to childbirth), and therefore did not prepare the 
tissue to the extent needed. In addition, dilating the vagina up to or near the diameter of the baby should be 
performed under the direct supervision of trained experienced healthcare providers.   

Section D:  Purpose and Objectives

This study is designed to evaluate the safety and effectiveness of the Materna Prep Device in reducing the 
length of the second stage of labor during vaginal delivery and to evaluate if it reduces the frequency of injury 
to pelvic muscles

Section E:  Protocol Risks/Subjects

E1.  Risk Category

Category 2: Research involving greater than minimal risk, but presenting the prospect of direct benefit to the 
individual subjects.

E2.  Subjects

Gender:
Female

Age:
Adult (18-64 yrs)

Ethnicity:
All Ethnicities

Primary Language:
English

Groups to be recruited will include:
Patients



Which if any of the following vulnerable populations will be recruited as subjects?
Pregnant women

Vulnerable populations require special protections.  How will you obtain informed consent, protect subject 
confidentiality, and prevent undue coercion?

All relevant information on the study will be summarized in an integrated subject information sheet and 
informed consent from (ICF) provided by the Sponsor or the study center. A sample subject information and 
ICF is provided as a document separate to this protocol. Based on this subject information sheet, the 
Investigator or designee will explain all relevant aspects of the study to each subject, prior to entry into the 
study (i.e., before any examinations and procedures associated with the selection for the study are performed 
or any study-specific data is recorded on study-specific forms). The Investigator will also mention that the 
written approval of the study conduct has been obtained from the IRB. Each subject will have ample time and 
opportunity to ask questions and will be informed about the right to withdraw from the study at any time 
without any disadvantage and without having to provide reasons for this decision. Only if the subject agrees to 
sign the ICF and has done so, may the subject enter the study. Additionally, the Investigator and other 
information providers (if any) will personally sign and date the form. The subject / will receive a copy of the 
signed and dated ICF. The signed ICF is to remain in the Investigator site file or, if locally required, in the 
subject's note/file of the medical institution. In the event that informed consent is obtained on the date that 
baseline study procedures are performed, the study record or subject's clinical record must clearly show that 
informed consent was obtained prior to these procedures. The ICF and any other written information provided 
to subjects / will be revised whenever important new information becomes available that may be relevant to 
the subject's consent, or there is an amendment to the protocol that necessitates a change to the content of 
the subject information and/or the written ICF. The Investigator will inform the subject of changes in a timely 
manner and will ask the subject to confirm her participation in the study by signing the revised ICF. Any 
revised written ICF and written information must receive the IRB's approval in advance of use. Education will 
be provided during the clinic visit with an actual device demonstration. 

E3.  Pregnant woman/fetus

Will pregnant women and/or fetuses (as described in 45 CFR 46 Subpart B) be enrolled in the research?
Yes

E4.  Neonates

Will neonates of uncertain viability or nonviable neonates (as described in 45 CFR 46 Subpart B) be enrolled in 
the research?

No

E5.  Children

Will children be enrolled in the research?
No

Section F:  Design/Procedure

F1.  Design

Select one category that most adequately describes your research:
q) Human Device Exemption (HDE)

Discuss the research design including but not limited to such issues as: probability of group assignment, 
potential for subject to be randomized to placebo group, use of control subjects, etc.

This is randomized, sham controlled study designed to evaluate safety and effectiveness of the Materna Prep 
Device in pre-stretching the vaginal canal in preparation for vaginal delivery. 

Inclusion Criteria:
Criteria for inclusion 1. Subject scheduled for vaginal birth. 2. Subject gestating a single fetus. 3. Subject 
primiparas, or had a previous pregnancy terminated within 24 weeks gestation. 4. Subject able and willing to 
comply with the protocol required follow-up visits. 5. Subjects able and willing to provide written informed 
consent prior to enrollment. 6. Subject has sufficient mental capacity to: understand the informed consent 
form (ICF), comply with the protocol requirements, and provide clinically relevant and reliable feedback 
regarding their experience with the device. 7. Subjects agrees that anonymized personal data will be made 
available to study Sponsor and requisite regional and international regulatory bodies. 



Exclusion Criteria:
Criteria for exclusion 1. Subject has high likelihood of less than 2 hours of potential device dilation time after 
she arrives at the hospital 2. Subject has need for or is planning a Caesarean-section 3. Subject begins labor 
with less than 36 weeks gestation 4. Subject had previous delivery or previous pregnancy progressing beyond 
24 weeks gestation 5. Subject has neurological diseases, e.g. Multiple Sclerosis, that may result in unrelated 
pelvic disorders 6. Subject has muscular or skin disorder that affects elasticity of tissue, such as scleroderma 
or lupus. 7. Subject has local or systemic infection e.g. HIV, or active herpes infection 8. Subject has any prior 
surgical procedures to the vaginal anatomy which could lead to pelvic dysfunction, pelvic fractures, or pelvic 
soft tissue injuries 9. Subject has any general health condition or systemic disease that may represent, in the 
opinion of the investigator, a potential increased risk associated with device use or pregnancy. 10. Pre-
pregnancy BMI >35

F2.  Procedure

After the subject provides written informed consent, the subject will be screened by the Investigator or 
designee using the protocol defined inclusion and exclusion criteria to determine study eligibility. The subject 
screening interview will collect demographic data and relevant medical history. Once initial patient eligibility 
has been confirmed by the study coordinator and completion of a signed informed consent is confirmed, the 
potentially eligible research subject will be given a screening I.D. number and entered into a patient screening 
log by the study coordinator. Following the initial eligibility check, a medical history evaluation and pelvic 
examination will be performed. The medical history and pelvic examination will be completed in accordance 
with the local standard of care. Demographic data will be captured on Patient Baseline Case Report Form 
(CRF), and gathering baseline data of the patient's anatomy. Pre-existing medical conditions will be 
documented. If the subject fulfills all eligibility requirements, she will be randomized and considered enrolled 
in the study. Randomization with be performed using a permuted-block centralized online randomization 
system.

Once the patient arrives in L and D, all inclusion and exclusion criteria will be reviewed and if still eligible she 
will be entered into the group she was randomized to.

Device Usage 1) Use the Materna Prep Device in accordance with Materna Prep Device Instructions for Use 
(IFU). 2) Dilate the vaginal canal for 60 minutes 3) If the baby descends into the vaginal canal, remove the 
device. 4) Immediately upon removal of the device, perform a physical evaluation to assess for adverse 
events 5) Collect fetal monitor strips and information regarding the length of the second stage of labor 6) 
Collect additional outcome data including information regarding perineal lacerations, instrument use, APGAR 
scores, or any complications. Any damaged or malfunctioning devices must be returned to the Sponsor for 
analysis. Unused devices will be collected and returned to sponsor upon completion of study enrollment. 
Study materials will be collected at the study close-out site visit. Patients in the Control group will have the 
Sham Device inserted and maintained in place for 1 hour, however, it will not be expanded.

Patients are typically assessed with a vaginal exam every two hours during the active phase of labor. They 
will be examined right before insertion of the Materna Prep device or sham, which is projected to be one hour 
at the longest. If at any point the patient needs to be checked, the device will be removed immediately and the 
reason will be documented. A usability questionaire will be filled out by the physician inserting the device.

Prior to subject discharge, interview subject for any adverse events and complete a survey for pain and 
qualitative feedback regarding their delivery. Subjects will return for their routine postpartum visit at 6 weeks 
postpartum which is part of standard practice. Findings of the gynecologic exam will be recorded.

Subjects will return for a follow-up appointment approximately 3 months post-partum. During the 3-month 
follow-up visit, the following data will be collected:

1. Ultrasound evaluation of the perineal area 2. Adverse events (AE) assessment The subjects will be 
instructed to inform the Investigator immediately if the subject experiences an AE.

Patients will fill out validated questionnaires to address quality of life and symptom severity of pelvic floor 
disorders at baseline, at labor and at three months follow up. Information was added to ICF

Section G:  Sample Size/Data Analysis

G1.  Sample Size

How many subjects (or specimens, or charts) will be used in this study?
Local: 212              Worldwide: 212



Please indicate why you chose the sample size proposed:
Sample size Power estimation for the continuous variable of the duration of second stage of labor was based 
on the study of Cahill 2018 JAMA (see publication in attachment section), with the following assumptions 
Control Group total duration second stage of labor = 102.4 minutes +/- 79,6 minutes, to detect a 30% 
reduction (a decrease to 71.68 minutes) would require 106 subjects on each arm, with a Power 80% Alpha 
= .05

Using this data and a two-sample T-test, a sample size of 106 patients per group (total 212) is sufficient for 
our study to be adequately powered (80%) to detect a difference between the control and device group 
populations when alpha is set at .05. 

For Pelvic Muscle Injury Rate Power estimation for the categorical variable of pelvic muscle injury will be 
based on data from Materna's previous study with Baylor, with the following assumptions mean Control Group 
Injury Rate = 33% compared to the Device Group = 14.8% (reduction of 45%) Power 80% Alpha = .05 Using 
this data and Chi-squared a sample size of 83 patients per group is sufficient to detect the above-established 
difference between the control and device group populations. 

G2.  Data Analysis

Provide a description of your plan for data analysis. State the types of comparisons you plan (e.g. comparison of 
means, comparison of proportions, regressions, analysis of variance). Which is the PRIMARY 
comparison/analysis? How will the analyses proposed relate to the primary purposes of your study?

All categorical data will be summarized using frequency tables, presenting the subject counts and relative 
percentages; continuous variables will be summarized by mean, median, min/max, standard deviation (SD). 
Baseline variables between the two study groups will be compared by two sample T-test for continuous 
normally distributed variables, Wilcoxon rank sum test for non-normally distributed data, or chi-square/Fisher 
exact test for categorical variables. The study's primary outcome is the length of the second stage of labor 
(min.) and will be compared between the two groups using a two-sample T-Test (if normally distributed) or 
Wilcoxon rank sum test (if non-normally distributed). The study's other primary outcome is Pelvic Muscle 
Injury Rate and will be compared between the two groups via chi-square test. In Addition, McNemar's chi-
square may be is used to assess within-subject changes in a bivariate response variable. Within-subject 
changes (Change-from-Baseline) will be analyzed parametrically using the paired t-test if the differences are 
normally distributed, or non-parametrically using the Sign-Rank Test if the differences are not normally 
distributed. McNemar's test will be used to assess within-subject changes in the pelvic exam before and after 
use of the device, and adverse event assessment between 'before hospital discharge' and '3 month follow-
up'.Exact confidence intervals will be generated for estimates of proportions. Asymptotic confidence intervals 
will be generated for estimates of means. The p-values of all tests will be reported without any correction for 
the multiplicity of tests performed.

Section H:  Potential Risks/Discomforts

H1.  Potential Risks/Discomforts

Describe and assess any potential risks/discomforts; (physical, psychological, social, legal, or other) and assess 
the likelihood and seriousness of such risks:

Potential Risks The Food and Drug Administration (FDA) has agreed with Materna's justification that the 
Materna Prep Device is a Non-Significant Risk (NSR) device. Additionally, IRBs at Baylor and the University 
of Sydney have approved similar protocols in the past with Materna Prep as an NSR device. Thorough 
bottoms-up and top-down risk assessments have been completed and reviewed by Materna's quality 
department and by the company's Medical Advisors. There are no risks identified as severe or unacceptable 
when evaluating the failure likelihood and severity scenarios. 

The device itself is NSR as categorized by the FDA. However, the study is a category 2 because involves 
more than usual care. The device was designed with spaces between the arms to accommodate other 
devices such as fetal heart monitor or intrauterine pressure catheter. They have been successfully used with 
the Materna Prep device. There are no cumulative risks for using Materna prep with other instruments. If at 
any point there is considered to be an interference the Materna Prep device will be removed. 

AEs and serious adverse events (SAEs) will be collected at labor room visit, before hospital discharge and at 
three months follow up visit as described in the schedule of assessment. The schedule of events, the AE form 
and the SAE form will be attached. A Data Safety Monitoring Board (DSMB) consisting of independent 
physicians, who are not investigators in the investigation, nor have a perceived conflict of interest with the 
conduct and administration of the investigation, will be convened twice a year to evaluate investigation 



progress and review adverse events.

We will collect all AEs for each subject from the time of the enrollment through the end of subject study 
participation, whether or not deemed related to the investigational device. All AE data will be recorded on the 
CRFs as well as documented in the subject's medical record. All AEs will be followed until the event has 
subsided or, in case of permanent impairment, until the event stabilizes and the overall clinical outcome has 
been ascertained. Investigators must document all device failures, malfunctions and use errors, including the 
assessment whether the event is considered a near incident (ADE) using the Device Malfunction and Failure 
CRF. The definition of SAEs is provided in Section 8.1 of the protocol. These include device deficiencies that 
may have lead to an SAE if a) suitable action had not been taken or b) intervention had not been made or c) if 
circumstances had been less fortunate. These are handled under the SAE reporting system described below. 
Investigator's notification of the sponsor All Investigators will be thoroughly instructed and trained on all 
relevant aspects of the Investigator's reporting obligations for SAEs. This information, including all relevant 
contact details, is summarized in the Investigator site file. This information will be updated as needed. All 
SAEs occurring during the observation period defined in Section 8.3 of the protocol must immediately (within 
24 hours of the Investigator¿s awareness) be reported to the study Sponsor. An SAE form must also be 
completed within 24 hours of the Investigator¿s awareness and forwarded to the designated recipient. Each 
SAE will be followed up until resolution or stabilization by submission of updated reports to the designated 
recipient. Any SAE or near incident occurring after the protocol-defined observation period will be processed 
by the Sponsor according to all applicable regulations. In addition, device failures, malfunctions or near 
incidents must be reported to Sponsor within 24 hours via fax or email. In case of a device failure, malfunction 
or near incident related to the investigational device, the device must be returned to the Sponsor for analysis. 
All other AEs will be reported to Sponsor via fax or email within 3 working days. 

Notification of the IRBs about all relevant events (e.g., SAEs, near incidents, unanticipated adverse device 
effect (UADEs), device failures, device malfunctions) will be performed by the Sponsor and/or by the 
Investigator according to all applicable regulations. Notification of the authorities The processing and reporting 
of all UADE relevant events to the authorities will be done by the Sponsor according to all applicable 
regulations. Sponsor's notification of the investigational site The Sponsor will inform all investigational sites 
about reported relevant events (e.g., SAEs, near-incidents, and UADEs, device failures, device malfunctions) 
according to all applicable regulations. 

H2.  Data and safety monitoring plan

     Do the study activities impart greater than minimal risk to subjects?
     Yes

NOTE:  The answer to the questions in H2 requires the completion of the form: 'Section H – Data and Safety 
Monitoring Plan' as an attachment in Section S.

H3.  Coordination of information among sites for multi-site research

Is the BCM Principal Investigator acting as the SPONSOR-INVESTIGATOR for this multi-site research?
     No or Not Applicable

Is BCM the COORDINATING CENTER for this multi-site research?
     No or Not Applicable

Section I:  Potential Benefits

Describe potential benefit(s) to be gained by the individual subject as a result of participating in the planned 
work.

Potential Benefits The potential benefits of pre-stretching the vagina with the Materna Prep Device are as 
follows: -Shortened length of the second stage of labor -Reduced maternal effort to deliver the baby -Reduced 
need for instrument deliveries -Reduced need for cesarean section -Reduced rate of perineal laceration -
Reduced injury to pelvic floor muscles -Reduced stress on the baby -Reduced maternal recovery time 
Lengthened delivery time is a critical clinical parameter because it increases the use of instruments known to 
cause injury and may introduce or exacerbate fetal hypoxia. The biomechanical resistance of the distal birth 
canal tissue to dilation can increase the resistance and pressure the fetal head will experience in being 
pushed through the distal birth canal, thus not only increasing the stress that the baby will experience during 
delivery but also lengthening delivery time. In a large population-based cohort study adjusted for maternal and 
infant characteristics and delivery management, it was shown that lengthening the duration of the second 
stage of labor increased the risks of birth asphyxia-related complications and admission to the Neonatal 
Intensive Care Unit (NICU) (8, 11). Another study found that longer duration of pushing increased the risks of 



umbilical artery acidosis, admission to NICU, as well as maternal exhaustion (12). Additionally, shorter 
delivery times lead to improved vaginal delivery experiences for patients and physicians. It would be clinically 
meaningful if nulliparous women could delivery with the same ease as multiparous women. 

Describe potential benefit(s) to society of the planned work.
Society will benefit from the potential information that could be obtained. This device could potentially 
decrease morbidity associated with prolonged second stage of labor and injuries to the pelvic floor. 

Do anticipated benefits outweigh potential risks? Discuss the risk-to-benefit ratio.
Risk-Benefit Evaluation Currently, there are no approved devices or standardized procedures to pre-stretch 
the pelvic tissues in preparation for vaginal delivery. There are no anticipated serious risks to the patient 
associated with this procedure, and the risks summarized above are not expected to be different or greater 
than the use of other instruments commonly used in obstetrical deliveries or the trauma associated with the 
delivery of the baby un-instrumented. The risks inherent from the mechanism of tissue stretching caused by 
the device are expected to be less than the risks of acute traumatic tissue stretching caused by vaginal 
delivery itself. There are many potential benefits to pre-stretching the pelvic floor muscles and tissues 
surrounding the vaginal canal which include reducing the stress the baby will experience during delivery, 
decreasing maternal effort required to deliver the baby, decreased length of the 2nd stage of labor, reduction 
in instrument deliveries, less maternal soft tissue injuries, shorter maternal recovery times, and perhaps a 
reduction in pelvic floor disorders later in life. 

Section J:  Consent Procedures

J1.  Waiver of Consent

Will any portion of this research require a waiver of consent and authorization?
No

J1a.  Waiver of requirement for written documentation of Consent

Will this research require a waiver of the requirement for written documentation of informed consent?
No

J2.  Consent Procedures

Who will recruit subjects for this study?
PI
PI's staff

Describe how research population will be identified, recruitment procedures, any waiting period between 
informing the prospective participant and obtaining consent, steps taken to minimize the possibility of coercion or 
undue influence and consent procedures in detail.

Subject identification: Study candidates will be identified from the Site or Investigator's clinical practice and 
referrals. Patients will be made aware of the Materna Prep Device study during their prenatal visits or upon 
hospital admission for labor by their Obstetrician, midwife, or study coordinator. Interested patients can 
schedule a visit where the subject will be given an explanation of the purpose of the study by the study 
coordinator. The Investigator will introduce the study candidate to the study. If the candidate indicates interest 
in participating, the candidate will undergo the informed consent process and provide written informed 
consent. After subjects have signed the Informed Consent Form (ICF), a unique five-digit subject identification 
number will identify them. The subject identification number, which will identify the subject throughout the 
study, is constructed as follows: -Digit 1-2: Study center number -Digit 3-5: Subject number, unique within any 
study center. Sequential number reflecting the order in which the subjects signed the ICF at the center. 
Details of the informed consent process are provided in Section 12.2. Initial Screening. After the subject 
provides written informed consent, the subject will be screened by the Investigator or designee using the 
protocol defined inclusion and exclusion criteria to determine study eligibility. The subject screening interview 
will collect demographic data and relevant medical history. Once initial patient eligibility has been confirmed 
by the study coordinator and completion of a signed informed consent is confirmed, the potentially eligible 
research subject will be given a screening I.D. number and entered into a patient screening log by the study 
coordinator. Following the initial eligibility check, a medical history evaluation and pelvic examination will be 
performed. The medical history and pelvic examination will be completed in accordance with the local 
standard of care. Demographic data will be captured on Patient Baseline CRF, and gathering baseline data of 
the patient's anatomy. Pre-existing medical conditions will be documented. All relevant information on the 



study will be summarized in an integrated subject information sheet and ICF provided by the Sponsor or the 
study center. A sample subject information and ICF is provided as a document separate to this protocol. 
Based on this subject information sheet, the Investigator or designee will explain all relevant aspects of the 
study to each subject, prior to entry into the study (i.e., before any examinations and procedures associated 
with the selection for the study are performed or any study-specific data is recorded on study-specific forms). 
The Investigator will also mention that the written approval of the study conduct has been obtained from the 
IRB. Each subject will have ample time and opportunity to ask questions and will be informed about the right 
to withdraw from the study at any time without any disadvantage and without having to provide reasons for 
this decision. Only if the subject agrees to sign the ICF and has done so, may the subject enter the study. 
Additionally, the Investigator and other information providers (if any) will personally sign and date the form. 
The subject will receive a copy of the signed and dated ICF. The signed ICF is to remain in the Investigator 
site file, or, if locally required, in the subject's file of the medical institution. In the event that informed consent 
is obtained on the date that baseline study procedures are performed, the study record or subject's clinical 
record must clearly show that informed consent was obtained prior to these procedures. The ICF and any 
other written information provided to subjects will be revised whenever important new information becomes 
available that may be relevant.

Are foreign language consent forms required for this protocol?
Yes

Which of the following ways will you document informed consent in languages other than English?
A full-length informed consent document

J3.  Privacy and Intrusiveness

Will the research involve observation or intrusion in situations where the subjects would normally have an 
expectation of privacy?

No

J4.  Children

Will children be enrolled in the research?
No

J5.  Neonates

Will non-viable neonates or neonates of uncertain viability be involved in research?
No

J6.  Consent Capacity - Adults who lack capacity

Will Adult subjects who lack the capacity to give informed consent be enrolled in the research?
No

J7.  Prisoners

Will Prisoners be enrolled in the research?
No

Section K:  Research Related Health Information and Confidentiality

Will research data include identifiable subject information?
Yes

Information from health records such as diagnoses, progress notes, medications, lab or radiology findings, etc.
Yes

Specific information concerning alcohol abuse:
No

Specific information concerning drug abuse:
No

Specific information concerning sickle cell anemia:
No



Specific information concerning HIV:
No

Specific information concerning psychiatry notes:
No

Demographic information (name, D.O.B., age, gender, race, etc.):
Yes

Full Social Security #:
No

Partial Social Security # (Last four digits):
No

Billing or financial records:
No

Photographs, videotapes, and/or audiotapes of you:
No

Identifiable biospecimens
No

Other: 
No

At what institution will the physical research data be kept?
Pavilion for Women at Texas Children's Hospital , Baylor College of Medicine. All data, adverse events, and 
institutional approvals will be coordinated by BCM. All data will be kept by BCM, and all IRB approvals will be 
coordinated by BCM 

How will such physical research data be secured?
How will such physical research data be secured? All identifiable information will be coded with subject study 
I.D. number and kept in a secured, locked cabinet in the department of Obstetrics and Gynecology office. The 
cabinets are in a secured and locked room. The keys to the cabinet are kept in a secured and locked drawer, 
only accessible to the PI and co-investigators.

At what institution will the electronic research data be kept?
All electronic data is stored on a BCM secure server where all files are password protected and accessible by 
research personnel only. All electronic data is de-identified and analyzed in aggregate. Data will be 
accumulated and stored in Baylor College of Medicine¿s password protected, HIPPA compliant computers 
and servers. It will be kept on a non-portable password encrypted computer that the data program utilized and 
will require password entry as well.

Such electronic research data will be secured via BCM IT Services- provided secured network storage of 
electronic research data (Non-Portable devices only):

Yes

Such electronic research data will be secured via Other: 
No

Will there be anyone besides the PI, the study staff, the IRB and the sponsor, who will have access to identifiable 
research data?

No

Please describe the methods of transmission of any research data (including PHI, sensitive, and non-sensitive 
data) to sponsors and/or collaborators.

Secure and encrypted e-mails only. We do not anticipate any transmission of research data 



Will you obtain a Certificate of Confidentiality for this study?
No

Please further discuss any potential confidentiality issues related to this study.
Nothing further

Section L:  Cost/Payment

Delineate clinical procedures from research procedures. Will subject's insurance (or subject) be responsible for 
research related costs? If so state for which items subject's insurance (or subject) will be responsible (surgery, 
device, drugs, etc). If appropriate, discuss the availability of financial counseling.

Subjects will not be asked to pay any costs related to this research.

ICF will have the following information:

You/your insurance will be responsible for costs related to the pre-natal visit and for the labor & delivery. The 
research study will pay for the costs of the Materna Prep Device, the placement of the Materna Prep Device, 
the perineal ultrasound and the follow-up visit. You will not be asked to pay any costs related to this research.

If any research-related injuries from the device happen, your doctor will treat your injuries. You will be 
responsible for any usual co-pay based on the requirements of your health insurance policy. There will be no 
monetary compensation should a research-related injury occur, however all of your medical needs will be 
taken care of by your doctor and there will be no additional costs to you.

Research personnel will try to reduce, control, and treat any complications from this research. If you are 
injured because of this study, you will receive medical care that you or your insurance will have to pay for just 
like any other medical care. 

If subjects will be paid (money, gift certificates, coupons, etc.) to participate in this research project, please note 
the total dollar amount (or dollar value amount) and distribution plan (one payment, pro-rated payment, paid 
upon completion, etc) of the payment.

Dollar Amount:
189

Distribution Plan:
Study participants will receive a total of $189 dollars as reimbursement uploaded in a ClinCard by Greenphire. 
They will receive $13 dollars per visit to compensate for parking and snacks. They will receive $150 dollars 
compensation at the final visit for the overall study participation. This compensation is meant to encourage 
patients to return to all follow-up clinic visits and was not meant to coerce participation in the study. 

Section M:  Genetics

How would you classify your genetic study?

Discuss the potential for psychological, social, and/or physical harm subsequent to participation in this research. 
Please discuss, considering the following areas: risks to privacy, confidentiality, insurability, employability, 
immigration status, paternity status, educational opportunities, or social stigma.

Will subjects be offered any type of genetic education or counseling, and if so, who will provide the education or 
counseling and under what conditions will it be provided? If there is the possibility that a family's pedigree will be 
presented or published, please describe how you will protect family member's confidentiality?

Section N:  Sample Collection

None



Section O:  Drug Studies

Does the research involve the use of ANY drug* or biologic? (*A drug is defined as any substance that is used to 
elicit a pharmacologic or physiologic response whether it is for treatment or diagnostic purposes)

No

Does the research involve the use of ANY gene transfer agent for human gene transfer research?
No

O1.  Current Drugs

Is this study placebo-controlled?
No

Will the research involve a radioactive drug that is not approved by the FDA?
No

Section P:  Device Studies

     Does this research study involve the use of ANY device?
     Yes

Device 1:  The Materna Prep Device 

Section Q:  Consent Form(s)

Patients will be invited to participate in the clinic, given information and will be consented in clinic.

Section R:  Advertisements

None


