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Bakgrund

Hur gjordes studien och vilka resultat fick vi?

Implementering i verksamheter?

• www.cdc4g.se
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Syfte

SWE GDM

• Fastevärde ≥ 7.0 mmol/l
• 2- h värde ≥ 10 mmol/l

WHO 2013 GDM 

• Fastevärde ≥ 5.1 mmol/l
• 1-h värde ≥ 10.0 ≥mmol/l
• 2-h värde 8.5 mmol/l
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Förbättras förlossningsutfall i sk ”real life setting”?
Huvudutfall: LGA 90th percentilen



Population och studiedesign
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Stepped wedge cluster randomiserad studie (SW-CRT) 
(2018, sista förlossningen aug 2019)

11 kliniker randomiserades, 8 cluster i analyserna

• mITT population = alla graviditeter i analyserade 8 cluster

• ”Pre specified subgroup discordant for definition of GDM”
Dvs de som i OGTT var obehandlade före och behandlade efter switch
Baserat på fastevärden och 2 h värden för respektive klinik



Studie design
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Presentatör
Presentationsanteckningar
Randomisation 27th of nov by statistician




2.6% 6.6%

SWE-GDM  
8 cluster 
N=22 797

WHO-2013  
8 cluster 
N=24 283 

mITT alla graviditeter

Subgrupp (obehandlad vs behandlad)

SWE-GDM  
8 cluster
N=956 

WHO-2013  
8 cluster
N= 1 239

Resultat

GDM prevalensen
aRR 2.8

Totalt 6882 venösa OGTT = 14.6%

Presentatör
Presentationsanteckningar
6 882 OGTT (14.6%)


% increase in the odds of an outcome with a given exposure.

11% Reduction in LGA (>2SD), aOR 0·89 (0·82-0·97)
25% reduction 0·75 (0·67-0·83) in macrosomia 
No change composite outcome child (respiratory distress, birth trauma, stillbirth or neonatal death, need of therapeutic cooling), preterm birth or SGA (<10th)

52% Shoulder dystocia
16% perinal tears
-0.28 kg in GWG
Treatment (Diet 3·92 (2·60-5·92), Metformin 1·95 (1·24-3·06), Insulin 1·48 (1·01-2·17), Metfomin and insulin 2·00 (1·11-3·62))
No change (Preeclampsia, Caesarean secton, Instrumental delivery) 












Maternella karakteristika
mITT population

SWE-GDM WHO-2013

BMI 23.7 
(21.5-27.0) 

23.9 
(21.6-27.3) 

Country of 
birth
(non-Swedish)

31.6 % 32.3 %

Education level
(high education) 44.0 % 41.4 %

Smoking 
(early pregnancy)

3.3 % 3.9 %

”Subgroup discordant for definition of GDM”

SWE-GDM WHO-2013

Country of 
birth
(non-Swedish)

38.5 % 45.9 %

Education 
level
(high education)

35.1 % 31.8 %

Chronic 
hypertension 2.4 % 1.4 %
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Mean BMI ITT 23.8
Mean BMI subgruppen 30.6
In the mITT population, the women in the WHO-2013 criteria group had higher BMI and parity, were more likely to smoke, were less likely to be Swedish-born, and had a lower education level compared to the SWE-GDM group

Women in the subgroup discordant for definition of GDM were younger, had lower prevalence of chronic hypertension, and were less likely to be Swedish-born, had lower education level, and higher mean OGTT fasting, 1- and 2-h glucose values during the WHO-2013 criteria period (Table 1). In the SWE-GDM group, there were 994 (4.4%) pregnancies with missing data for potential confounders and in the WHO-2013 group 1 146 (4.7%)





Huvudutfall och neonatala sekundära/explorativa utfall
mITT population
Justerad MI 
RR (95 % CI)

Subgrupp 
Justerad MI 
RR (95 % CI)

LGA 90th percentilen 0.97 (0.91-1.02) 0.87 (0.75-1.01) 

Composite neonatal outcome 1.18 (0.99-1.39) 0.19 (0.09-0.40) 

Respiratory distress 1.51 (1.12-2.02) NA

Intracranial hemorrhage 1.71 (1.26-2.33) NA

5 min Apgar score <4 1.69 (1.14-2.49) NA

Macrosomia (birthweight ≥4500g) 0.79 (0.72-0.87) 0.32 (0.19-0.54) 

Large for gestational age (>2 SD) 0.91 (0.84-0.99) 0.77 (0.62-0.96) 

Birth length (cm) -0.06  (-0.12 to -0.01) -0.31  (-0.42 to -0.21) 

Birthweight (g) -21 (-37 to -5) -125  (-174 to -76) 
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Composite neonatala utfall: Resp distress, spindal cord injury, plexusskada, frakturer, intrakraniell blödning, mortalitet, kylbehandling

Of the secondary neonatal outcomes in the mITT population, there was an association with increased cranial hemorrhage, respiratory distress, mechanical ventilation, and 5-min Apgar score <4 after the switch but a decreased risk in exploratory outcomes including mean birth weight, mean birth length, mean gestational age, macrosomia (≥4 500 g), and LGA >2 SD



Maternella sekundära/explorativa utfall
mITT population
Adjusted MI 
RR (95 % CI)

Subgrupp
Adjusted MI *
RR (95 % CI)

Composite maternal outcomes 0.96 (0.91-1.02) 0.78 (0.64-0.94) 

Shoulder dystocia 0.44 (0.27-0.70) NA

Perineal trauma (III-IV) 0.78 (0.68-0.89) NA

Postpartum haemorrhage 1.00 (0.92-1.08) 0.77 (0.61-0.97) 

Preeclampsia 1.18 (0.92-1.49) 1.60 (1.14-2.24) 

Gestational weight gain (kg) -0.3 (-0.4 to -0.2) -1.6 (-2.4 to -0.9) 

NO Breastfeeding at hospital 
discharge 

1.43 (1.18-1.94) 2.21 (1.11-4.41) 
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* age , chronic hypertension, smoking, snuff, country of birth, and parity. 
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-0.3 (-0.4 to -0.2)
For the other secondary maternal outcomes, there was a statistically significant reduced risk for gestational weight gain, shoulder dystocia, and perineal trauma (grades III and IV) after the switch in the mITT population (Table 3). The increased prevalence of GDM was associated with significantly increased numbers receiving GDM treatment, but no change in induction of labour



”Numbers needed to treat”-NNT (subgrupp)

Composite neonatal  79
Composite maternal  30
Neonate birtweight ≥ 4.5 kg 16
LGA 2SD    26
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In the subgroup discordant for definition of GDM, the number needed to treat to avoid one composite neonatal outcome was 79 (95% CI 70 to 106), to avoid one composite maternal outcome 30 (95% CI 18 to 111), and to avoid one neonate born ≥4.5 kg 16 (95% CI 14 to 24) or severe LGA 26 (95% CI 16 to 151)



Sammanfattning
Ingen minskning i huvudutfall LGA 90th percentilen

Andelen stora barn +2SD och ≥4.5 kg minskade vid behandling lägre 
glukos gränsvärden

Stora blödningar minskade 

Preeklampsi ökade – oklart varför- ”surveillance bias”?

Amning vid utskrivning minskade
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Resultaten gäller vid riskfaktor baserad screening

Venös OGTT 

Andelen läkemedels behandlade var ca 50% med WHO 2013 
gränsvärden
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Tack!

• Till alla kolleger och personal på de olika centra som hjälpt till- ingen 
nämnd; ingen glömd.

• Helena.backman@regionorebrolan.se
• Helena.backman@oru.se
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