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Main Information

Primary registry identifying number
LBCTR2019101289

MOH registration number

Study registered at the country of origin

Yes

Type of registration

Retrospective

Date of registration in national regulatory
agency

Primary sponsor

Azoury IVF clinic and Al-Hadi laboratory and medical center

Date of registration in primary registry
04/11/2019

Public title

Stress managment and in vitro fertilization outcomes

Scientific title

The impact of stress managment during in vitro fertilization on
embryo development and mental health

Brief summary of the study: English

Protocol number
0OBS-2018-002

Study registered at the country of origin: Specify

Type of registration: Justify

This is a retrospective registration since, honestly,at the beginning
of this trial and while preparing the documents requested by the
IRB for the ethical apprval, we were never informed that the trial
should be registered.

Primary sponsor: Country of origin

Lebanon

Date of registration in national regulatory agency

Acronym
SMP

Acronym
SMP
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STUDY QUESTION

Does a stress management program during infertility treatment
impact the cortisol level in the follicular fluid and subsequently
embryo development?

WHAT IS KNOWN ALREADY

The process of infertility treatment requires at least one month of
preparation. During this period, the women undergo ovarian
stimulation using gonadotropins followed by trans-vaginal oocyte
aspiration under local anesthesia. Several studies showed that
stress and anxiety are common psychological conditions during
infertility treatment procedures (Cesta, Johansson et al. 2017). The
biological responses to stress involve the regulation of the adrenal
glands activity (McEwen 2016). The cortisol, a glucocorticoid
hormone secreted by the adrenal gland cortex, plays an important
role in the local regulation of human ovarian follicles. For instance, it
was demonstrated that cortisol may trigger apoptosis of ovarian
cells (Yuan, Han et al. 2016), may regulate the secretion of insulin-
like growth factors (IGF-2,4,5) in the granulosa cells (Spicer and
Chamberlain 1998), and may influence the oocyte lipid metabolism
(Simerman, Hill et al. 2015). However, the impact of stress
management on oocyte quality, embryo development, and in vitro
fertilization (IVF) outcome did not A randomized controlled trial
(RCT) will be conducted at Azoury IVF clinic, Mount-Lebanon
hospital. It will be performed on couples undergoing IVF with intra-
reach a firm consensus.

STUDY DESIGN, SIZE, DURATION

cytoplasmic sperm injection cycles. These IVF cycles will be
conducted by Dr. Joseph Azoury (MD). At the first day of ovarian
stimulation using the antagonist protocol (Gonal-f, Cetrotide, and
Ovitrelle), in-person interviews will be conducted with infertile
couples to answer a questionnaire about their medical history. In
parallel, perceived stress level will be evaluated using the
Perceived Stress Scale (PSS). Subsequently, the infertile couples
will be randomly divided into two groups (n=50 couples each). One
of the groups will be subjected to a stress management program
(SMP) during infertility treatment. The stress management program
will be under the supervision of Dr.Georges Raad (PhD), Miss Judy
Tanios (MSc), and Mrs. Simone Kerbaj (MSc). At the day of egg
retrieval, psychological stress of the patients, in both groups, will be
assessed using the PSS.

PARTICIPANTS/MATERIALS, SETTING, METHODS

After egg retrieval, the collected follicular fluid will be centrifuged.
The supernatant will be used for cortisol measurements and the
granulosa cells in the pellet will be cryopreserved for further
molecular investigations at Al Hadi medical and laboratory center.
Moreover, oocyte quality and embryo morphokinetics will be
analysed according to international guidelines through time-lapse
microscopy (Embryoscope) using the Embryoviewer software.
COMPETING INTEREST(S)

No conflict of interest.

Brief summary of the study: Arabic
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Health conditions/problem studied: Specify

Psychological stress during infertility treatment (specifically IVF)

Interventions: Specify

A randomized controlled trial (RCT) will be conducted at Azoury IVF clinic, Mount-Lebanon hospital. It will be performed on couples undergoing
IVF with intra-cytoplasmic sperm injection cycles. These IVF cycles will be conducted by Dr. Joseph Azoury (MD). At the first day of ovarian
stimulation using the antagonist protocol (Gonal-f, Cetrotide, and Ovitrelle), in-person interviews will be conducted with infertile couples to
answer a questionnaire about their medical history. In parallel, perceived stress level will be evaluated using the Perceived Stress Scale (PSS).
Subsequently, the infertile couples will be randomly divided into two groups. One of the groups will be subjected to a stress management
program (SMP) during infertility treatment. The stress management program will be under the supervision of Dr.Georges Raad (PhD), Miss
Judy Tanios (MSc), and Mrs. Simone Kerbaj (MSc). At the day of egg retrieval, psychological stress of the patients, in both groups, will be
assessed using the PSS.

Key inclusion and exclusion criteria: Inclusion criteria

women <38 years old

couples undergoing intracytoplasmic sperm injection
men with ejaculated sperm

couples without psychiatric disorders/treatment

Key inclusion and exclusion criteria: Gender Key inclusion and exclusion criteria: Specify gender
Both

Key inclusion and exclusion criteria: Age minimum Key inclusion and exclusion criteria: Age maximum
21 38

Key inclusion and exclusion criteria: Exclusion criteria

women >39 years old

men with testicular biopsy

men/women under psychiatric treatment
couples with severe male factor

Type of study

Interventional

Type of intervention Type of intervention: Specify type
Educations programs N/A

Trial scope Trial scope: Specify scope

Other

/ﬁ\ Bir Hassan, Jnah, next to Ogero Beirut- Lebanon

4 clinicaltrials@moph.gov.lb




REPUBLIC OF LEBANON | o530 Clinical Trials Registry

i~ MINISTRY OF PUBLIC HEALTH

Study design: Allocation

Randomized controlled trial

Study design: Control

Active

Study design: Purpose
Supportive care

Study design: Assignment

Parallel

IMP has market authorization
Name of IMP
Type of IMP

Pharmaceutical class

Not applicable

Therapeutic indication

To reduce IVF-associated stress

Therapeutic benefit

Improving mental health and pregnancy outcomes in infertile patients

Study model
N/A

Study model: Specify model
N/A

Time perspective
N/A

Time perspective: Specify perspective
N/A

Target follow-up duration

Number of groups/cohorts

Biospecimen retention
Samples without DNA

Study design: Masking
Blinded (masking used)

Study phase

0 (explanatory trials)

Study design: Specify purpose
N/A

Study design: Specify assignment
N/A

IMP has market authorization: Specify

Year of authorization Month of authorization

Study model: Explain model
N/A

Time perspective: Explain time perspective
N/A

Target follow-up duration: Unit

Biospecimen description
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Target sample size
60

Date of first enroliment: Type

Actual

Date of study closure: Type
Actual

Recruitment status

Complete

Date of completion
31/10/2019

IPD sharing statement plan
No

Additional data URL

Admin comments

Trial status

Approved

Lebanon Clinical Trials Registry

Leftover follicular fluid: for endocrine measurments
Leftover Granulosa cells: for cytologic analysis

Actual enrollment target size
58

Date of first enroliment: Date
01/09/2018

Date of study closure: Date
15/08/2019

Recruitment status: Specify

IPD sharing statement description
N/A

Secondary Identifying Numbers

Full name of issuing authority

Secondary identifying number

Mount-Lebanon Hospital

0OBS-2018-002

Sources of Monetary or Material Support

Name

Azoury IVF clinic, Mount Lebanon Hospital
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Secondary Sponsors

Name

Al Hadi medical and laboratory center

Contact for Public/Scientific Queries

t(}:,;r;tact Contact full name Address Country Telephone| Email Affiliation
. . . . 009617675| drchsadifakih@y | head of Al

Public Chadi Fakih Haret Hreik Lebanon 5442 ahoo.fr hadi center
N . 009613953| georges.raad@li | research
Scientific Georges Raad Haret Hreik Lebanon 654 ve.com associate

Centers/Hospitals Involved in the Study

Center/Hospital name Name of principles investigator Prlnc_lp!es IR Ethical approval
speciality
. . Gynecology and
Mount Lebanon Hospital Joseph Azouri Obstetrics Approved

Ethics Review

Ethics approval :

obtained Approval date Contact name Contact email Contact phone
Mount Lebanon . .

Hospital 16/08/2018 Marie Merheb marie.merheb@mlh.com.lb +961-5-957 000

Countries of Recruitment

Name

Lebanon

Health Conditions or Problems Studied

Condition Code Keyword

infertility In vitro fertilization (231.2) stress, pregnancy, IVF

/ﬁ\ Bir Hassan, Jnah, next to Ogero Beirut- Lebanon

4 clinicaltrials@moph.gov.lb



jA REPUBLIC OF LEBANON | o T Redist
‘Q,;F MINISTRY OF PUBLIC ey S0 @non Clinical Trials Registry

Interventions

Intervention Description Keyword

. . Perceived stress, Ovarian stimulation, follicular
patient education RCT A A N
fluid, egg quality, embryo morphokinetics

Primary Outcomes

Name Time Points Measure

in the follicular fluid at the

’ e hormones measurments RIA
time of oocyte aspiration

Hormonal profile

Key Secondary Outcomes

Name Time Points Measure

before and at the end of the

treatment percieved stress scale

mental health

~
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Trial Results

Summary results

Study results globally

Date of posting of results summaries Date of first journal publication of results
Results URL link

Baseline characteristics

Participant flow

Adverse events

Outcome measures

URL to protocol files
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