Current studies in Reproductive Health and Child Birth – July 2018

	
	OBSTETRIC STUDIES
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	PITCHES - Early Phase trial in IntrahepaTic Cholestasis in Pregnancy (ICP) main objective of the study is to perform a randomised controlled trial of ursodeoxycholic acid (UDCA) vs. placebo in 612 women (582 with complete follow-up) with ICP to determine whether UDCA reduces perinatal death, preterm delivery and neonatal unit admission. 

Inclusion criteria: ICP (pruritus with raised serum bile acid above the upper limit of normal; - 20+0 to 40+6 weeks' gestation on day of randomisation; - in consultant-led maternity unit; - aged 16 years or over; - able to give informed consent.
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	Obstetric cholestasis research study: Primary objectives to establish the causes both inherited and metabolic of OC. 
Secondary objectives to investigate the way bile acids are transported from the mother to the fetus across the placenta.  
It is a broad based study where women (and their baby’s) have blood and other samples collected ante-natally and at time of delivery

Inclusion criteria: Women with a current or previous pregnancy complicated by obstetric cholestasis
Women with other metabolic disorders that may be complicated by raised serum bile acids 
Controls – uncomplicated pregnancies
This is an observational study open to most women either with OC or without (control group) Blood tests can be taken with routine tests/ Samples of cord blood and placenta are also requested


	[image: image3.jpg]



BUMP
	BUMP - Blood Pressure Monitoring in Pregnancy to improve the detection and monitoring of hypertension 
BUMP 1: Self-monitoring for the detection of raised blood pressure in pregnancy 

BUMP 2: Self-monitoring for the management of hypertension in pregnancy 

Pregnant women at higher risk of pre-eclampsia (as defined by risk factors identified in the NICE guidelines) will be invited to take part and randomised to one of the two study groups: self-monitoring or usual care at around 16- 24 weeks’ gestation, given a validated BP monitor and asked to record/monitor BP. 
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	C-Stitch – is a multi-centre, randomised controlled trial [RCT] that will examine the effect of using a monofilament suture [single strand] material compared with a braided suture material in women presenting with insufficient cervix and treated with cervical cerclage.Primary outcomes:   1] pregnancy loss rate and  2] neonatal mortality up to one month post-delivery

Inclusion Criteria; Singleton pregnancy Indication for cervical cerclage for either: A history of three or more previous midterm losses or premature births (≤ 28 weeks), OR  Insertion of cervical sutures in previous pregnancies, OR A history of midtrimester loss or premature birth with a shortened (≤ 25 mm) cervix, OR Women whom clinicians deem to be at risk of preterm birth either by history or the results of an ultrasound scan 
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	PHOENIX: Pre-eclampsia in hospital: an RCT of induction of labour or expectant management until 37 weeks 

Primary short term objective: To determine if delivery in women with pre-eclampsia between 34+0 and 36+6 weeks of gestation reduces adverse maternal outcomes and to determine the impact of early delivery on the incidence of perinatal deaths within 7 days of delivery 

1. Primary long term objective: determine impact of both management strategies on infant neurodevelopmental status at 2 years of age

Women who meet the criteria for PET (ISSHP 2014) are consented by consultant and randomised to either IOL or expectant management between 34+0 and 36+6 weeks if no decision for plan of care has been made. Ineligible if decision to deliver within next 48hrs
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	PEACOCK - Prognostic indicators of severe disease in women with late preterm pre-eclampsia to guide decision making on timings of delivery.  Peacock involves taking blood samples from eligible women. Eligibility is the same as for the Phoenix trial.  To offer this trial once they have said yes or no to the Phoenix Trial.
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	Mechanisms of action of intervention in the PHOENIX trial: in women with preterm pre-eclampsia; does planned delivery improve postpartum cardiac function through the attenuation of myocardial ischemia at time of disease?   Phoebe involves taking blood samples from eligible women and a cadiac echocardiogram at 6 months after delivery.  Eligibility is the same as for the Phoenix Trial.  To offer this trial once they have said yes or no to the Phoenix Trial.
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	HOLDS - High Or Low Dose Syntocinon® for delay in labour: the HOLDS trial clinical effectiveness of a high dose compared to the current standard dose regimen of oxytocin in reducing the need for Caesarean section (CS) for nulliparous women with confirmed delay in the first stage of labour

Inclusion criteria.  Nulliparous women with singleton cephalic pregnancy at term (37-42 weeks gestation) Confirmed delay in labour and ruptured membranes  for whom the clinical decision has been made to prescribe Syntocinon for augmentation of labour.  


	[image: image9.png]



	GEM 3 A double blind, placebo-controlled trial of a combination of methotrexate and gefitinib versus methotrexate alone as a treatment for ectopic pregnancy. Primary objective:  To assess effectiveness of combination of MTX & Gefitinib against MTX alone 
Inclusion criteria : Able to understand all information and provide signed consent. Women 18-50 years at time of randomisation. Diagnosis of: definite tubal EP (extrauterine gestational sac with yolk sac and/or embryo, without cardiac activity on USS) or2. clinical decision of probable EP (extrauterine sac-like structure or inhomogeneous adnexal mass on USS with a background of sub optimally rising serum hCG concs).
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	SuPPoRT: Stitch, progesterone or Pessary: an RCT to compare three treatments for the prevention of preterm birth in women who develop a short cervix. Cervical cerclage, cervical pessary and vaginal progesterone. 

Eligibility: Pregnant women between 14+0 and 23+6 weeks gestationInclusion Inclusion Criteria: Singleton pregnancy. Cervical length <25mm on TVS.  One or more of : previous PPROM (<37 weeks), History of prev.  PTB/2nd trimester loss (>16 weeks or <37 weeks), any cervical procedure to treat abnormal smears, incidental finding of a short cervix on USS. Written informed consent.
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	MIFEMISO

A randomised placebo-controlled trial of mifepristone and misoprostol versus misoprostol alone in the medical management of missed miscarriage. 
The MifeMiso trial is a double blind, placebo-controlled trial to test the hypothesis that treatment with mifepristone plus misoprostol is superior to misoprostol alone for the resolution of miscarriage within 7 days by at least 10% in women diagnosed with missed miscarriage by pelvic ultrasound scan in the first 13+6 weeks of pregnancy.

Inclusion criteria: Age 16 years or over. Diagnosed with missed miscarriage by USS. Up to 13 +6 weeks gestation. Opts for medical management. Able to consent.

	
	GYNAE STUDIES


	Liberty 1


	LIBERTY 1 - An International Phase 3 Randomized, Double-Blind, Placebo-Controlled Efficacy and Safety Study to Evaluate Relugolix Co-Administered with and without Low-Dose Estradiol and Norethindrone Acetate in Women with Heavy Menstrual Bleeding Associated with Uterine Fibroids 

Women aged 18 to 50 years diagnosed with heavy menstrual bleeding associated with uterine fibroids. Complex screening phase and inclusion criteria. 
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	This is a multi-centre, double blind, randomized, controlled trial in women aged between 18-50 with CPP with no cause found. Target size is 300 in a 1:1 randomization gabapentin v placebo
Women aged between 18-50 years with Chronic pelvic pain of >3 months duration

Pain located within the true pelvis or between and below anterior iliac crests

No obvious pelvic pathology at laparoscopy (laparoscopy must have taken place at least 2 weeks ago, but no more than 36 months prior to screening

Using or willing to use effective contraception if necessary to avoid pregnancy 

Able to give written informed consent.

For both the worst and average pre-randomisation Numerical Rating Scale (NRS) questions will be asked via text/telephone, at least three of the four weekly scores need to be returned to the trials office and least two of the worst pain scores should be ≥4.
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