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Different forces during Childbirth:Different forces during Childbirth:

Á

Beneficial during labor:Beneficial during labor:

Á labor

Á gravity

Á normal pelvic sizes and 
form

Inhibitory during labor:Inhibitory during labor:

ÁElasticity of the cervix

Á friction between:       
fetus + birth canal

Á borderline pelvic sizes   
or form



Which Substrates are available?Which Substrates are available?

Á

Substrate:Substrate:

Á Lubricating jelly

ÁOlive oil

ÁOil for perineal massage

.

Attributes + Quality:Attributes + Quality:

ÁHygiene? Very fluid

ÁHygiene? Fluid

ÁMore friction in 
combination with 
amniotic fluid; essential 
oils can irritate the eyes 
of the newborn; foreign 
body reactions may 
occur



Which Substrates are available?Which Substrates are available?

Á

Substrate:Substrate:

ÁDianatal ® Obstetric Gel:

Attributes + Quality :Attributes + Quality :

ÁSterile single -use 
packaged; tested, non -
allergenic, latex -free, 
examined in accordance 
with international and 
FDA guidelines concern -
ing its biocompatibility; 
electroconductive; 2 
pharmaceutical forms 
available: for Stage 1 = 
mucous; Stage 2 = liquid                        





Preventive use:Preventive use:

Starting at the onset of regular contractions 

in primiparous and multiparous women with vaginal 

delivery intend

(application during labor stage 1 and labor stage 2)



Therapeutic use:Therapeutic use:
(application in case of)

1. labor arrest

2. obstructed or delayed delivery

3. preterm delivery

4. non -lubricated vagina after several applications of  

prostaglandin gel in case of induction of labor  

5. facilitation of vaginal operative procedures 

6. facilitation of manual placenta delivery 

7. indication for labor facilitation in case of history with                        

C- section, state after obstructed labor, big baby, borderline  

pelvic sizes



Objective of the Study:Objective of the Study:

Primary aim:Primary aim:

ÁUsing Dianatal ® Obstetric 
Gel in case of  obstructed 
delivery can reduce the 
number of operative 
deliveries minus 20%

secundary aims:secundary aims:

Á Labor Stage I is 
significantly reduced

Á Labor Stage II is 
significantly reduced



Protocol of MarburgProtocol of Marburg Study:Study:

The patient will be informed to have the possibility to 

take part in the Dianatal ® study

The patient gets a written information concerning the 

study and has a confidential discussion with midwife 

or obstetrician

In case of to participate in the study the patient  has to 

sign for informed consent:

Thereafter the study can start!



Definition of prolonged Labor:Definition of prolonged Labor:

Á

Referring Ăto dynamicñ aspects:Referring Ăto dynamicñ aspects:

ÁStage I of Labor  = prolonged: 

Dilatation < 1 cm/h

ÁStage II of Labor  = prolonged:                                                                            
descent of the head of the unborn < 1 cm/h

.



Study design:Study design:

Á

Test group :Test group :

Application of 

Dianatal ® Obstetric Gel

after informed consent and 

randomization

Control group:

No application of

Dianatal ® Obstetric Gel

after informed consent and 

randomization



Study design:Study design:

Á

Eligible criteriaEligible criteria ::

ÁÁPatient 18Patient 18 --40 years old40 years old

ÁÁPatient, who can and like to deliver vaginal Patient, who can and like to deliver vaginal 

ÁÁestimated birth weight by ultrasound                               estimated birth weight by ultrasound                               
between 2000between 2000 --4000 g4000 g

ÁÁpregnancy of 37+0 to 42. weeks of gestationpregnancy of 37+0 to 42. weeks of gestation

ÁÁWritten informed consentWritten informed consent



Studiendesign:Studiendesign:

Á

NonNon--eligible criteriaeligible criteria ::

ÁÁPatient, who is not conform to the study criteria Patient, who is not conform to the study criteria 

ÁÁPatient with vaginal bleedingPatient with vaginal bleeding

ÁÁplanned elective Cplanned elective C --SectionSection

ÁÁacute infectionacute infection

ÁÁno informed consent given by the patientno informed consent given by the patient



Algorithm of Gel Application:Algorithm of Gel Application:

Á

DianatalDianatal ® Obstetric Gel should be used ® Obstetric Gel should be used 

as described in the product information as described in the product information 

(see: special recommodations for use)(see: special recommodations for use)





CRF (= case record form)                                      CRF (= case record form)                                      

for both Groups:for both Groups:

Á

Besides all important obstetrical data 

midwife and patient

evaluate the effect of Dianatal ®

by means of a numeric rating scale (= NRS)



NumericNumeric

Rating Rating 

Scale (= NRS)              Scale (= NRS)              

for evaluationfor evaluation

of the effectof the effect

of Dianatalof Dianatal ®®

used by midwives used by midwives 

and patients:and patients:

10 points for pain 10 points for pain 

means much pain,         means much pain,         

10 points for 10 points for 

Dianatal® means Dianatal® means 

very good effectvery good effect

10 points for delivery 10 points for delivery 

procedure (duration, procedure (duration, 

feeling well) means feeling well) means 

good impression of good impression of 

Dianatal®Dianatal®




