

	Evidence Table 3:  Studies relevant to Key Question 3 (continued)



	Study
	Design and 

Interventions
	Patient Population
	Outcomes Reported
	Results
	Quality Score/Notes

	
	
	
	
	
	

	MacKenzie and Burns, 1997


	Design:  RCT, randomization by computer-generated random numbers and sealed envelopes

Interventions:  

1) PGE2 gel, 1 dose (n = 483)

Protocol:  PGE2 gel (2 mg) applied vaginally.  If labor had not started 14-20 hours after initial treatment, then amniotomy performed and IV oxytocin infusion started 1-2 hours later.  If amniotomy not technically possible, it was deferred until 4 hours after oxytocin started.

2) PGE2 gel, 2 doses (n = 472)

Protocol:  Same as above, but second dose of PGE2 gel applied 6 hours after the first if labor not established or cervical score < 9.

Dates:  NR

Location:  Oxford, England

Setting:  Unspecified hospital

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  1000

Dropouts:  45 (excluded due to protocol violations)

Loss to follow-up:  NA

No. of subjects at end:  955

Inclusion criteria:  Modified Bishop score ≤ 8; singleton viable pregnancy; cephalic presentation; no previous C-section

Exclusion criteria:  None specified

Age:
    1 dose
   2 doses
< 20:

  5%

  5%

20-29:

57%

60%

30-39:

36%

34%

≥ 40:  

  2%

  1%

Race:  NR

Gestational age at entry (weeks):  



    1 dose
   2 doses
< 40:

21%

22%

40-42:

74%

72%

> 42:  

  5%

  6%

Dating criteria:  NR

Parity: 
    1 dose
   2 doses
0:


49%

55%

1-2:


46%

39%

≥ 3:  

  5%

  6%

Bishop score:  



    1 dose
   2 doses
< 4:


25%

29%

4-5:


44%

39%

≥ 6:  

31%

31%

Other:  Indications for induction:

Postterm:  68%

Hypertension:  15%

Fetal concerns:  6%

Maternal health concerns:  1%

Maternal request:  8%

Past obstetric history:  2%


	1)  Apgar score < 8 at 1 minute

2)  Apgar score < 5 at 1 minute

3)  Apgar score < 8 at 5 minutes

4)  Apgar score < 9 at 10 minutes

5)  Birthweight

6)  Admission to NICU

7)  C-sections

8)  Time to delivery


	1)  Apgar score < 8 at 1 minute:

1-dose nulliparae:  38/237 (16%)

2-dose nulliparae:  63/262 (24%)

1-dose multiparae:  43/246(17%)

2-dose multiparae:  37/210 (18%)

(no p-value reported)

2)  Apgar score < 5 at 1 minute:

1-dose nulliparae:  9/237 (4%)

2-dose nulliparae:  15/262 (6%)

1-dose multiparae:  15/246 (6%)

2-dose multiparae:  7/210 (3%)

(no p-value reported)

3)  Apgar score < 8 at 5 minutes:

1-dose nulliparae:  1/237 (< 1%)

2-dose nulliparae:  7/262 (3%)

1-dose multiparae:  5/246 (2%)

2-dose multiparae:  3/210 (1%)

(no p-value reported)

4)  Apgar score < 9 at 10 minutes:

1-dose nulliparae:  0/237 

2-dose nulliparae:  3/262 (1.2%)

1-dose multiparae:  2/246 (0.8%)

2-dose multiparae:  0/210

(no p-value reported)

5)  Birthweight (mean ( SD):

1-dose nulliparae:  3499 ( 546 g 

2-dose nulliparae:  3512 ( 508 g

p = 0.783

1-dose multiparae:  3646 ( 483 g

2-dose multiparae:  3642 ( 542 g

p = 0.934

6)  Admission to NICU:

1-dose nulliparae:  4/237 (2%)

2-dose nulliparae:  13/262 (5%)

1-dose multiparae:  6/246 (2%)

2-dose multiparae:  6/210 (3%)

(no p-value reported)

7)  C-sections:

1-dose nulliparae:  35/237 (15%)

2-dose nulliparae:  30/262 (11%)

RR = 1.0 (95% CI, 0.90-1.03)

1-dose multiparae:  4/246 (2%)

2-dose multiparae:  5/210 (2%)

RR = 0.7 (95% CI, 0.19-2.51)

8)  Time to delivery (mean ( SD):

1-dose nulliparae:  1240 ( 540 minutes

2-dose nulliparae:  1197 ( 503 minutes

p = 0.358

1-dose multiparae:  927 ( 519 minutes

2-dose multiparae:  785 ( 394 minutes

p = 0.001


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  -

Interventions described:  +

Mode of delivery:  -

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  -

Bishop score:  +

Results not reported separately for subgroup of patients induced for postterm pregnancy (68% of total study population).

(continued on next page)

	
	
	
	
	
	

	Magann, Chauhan, Nevils, et al., 1998


	Design:  RCT, randomization by table of random numbers and sealed envelopes

Interventions:  

1)  PGE2 gel (n = 35)

Protocol:  PGE2 gel (0.5 mg) placed into cervix on a daily basis.  Modified biophysical profile performed, and patient sent home only when monitoring revealed that any contractions caused had begun to dissipate.  Labor induced when Bishop score = 8 or when patient reached 42nd week of pregnancy. 

2)  Membrane stripping         (n = 35)

Protocol:  Membrane stripping performed daily + modified biophysical profile every 3 days.  Membranes separated from the lower uterine segment by two circumferential sweeps of examining finger.  If cervix unfavorable for stripping, it was stretched by examining finger daily until membrane stripping could be accomplished.  Labor induced when Bishop score = 8 or when patient reached 42nd week of pregnancy.

3)  Cervical exam (control)    (n = 35)

Protocol:  Gentle cervical exam performed daily + modified biophysical profile every 3 days.  Labor induced when Bishop score = 8 or when patient reached 42nd 

week of pregnancy.

Dates:  Mar-Sep 1996

Location:  San Diego, CA

Setting:  Military hospital

Type(s) of providers:  General OB/GYN

Length of follow-up:  None


	No. of subjects at start:  105

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  105

Inclusion criteria:  ≥ 41 weeks gestation; uncomplicated pregnancy; no contraindications to vaginal delivery; Bishop score ≤ 4

Exclusion criteria:  None specified

Age (mean ( SD):  

PGE2:  24.5 ( 5.2

Stripping:  25.1 ( 5.1

Control:  25.5 ( 5

Race:  

PGE2:  71% White, 11% Black, 17% Hispanic

Stripping:  74% White, 11% Black, 11% Hispanic, 3% Asian

Control:  63% White, 20% Black, 11% Hispanic, 6% Asian

Gestational age at entry (mean ( SD):  All 3 groups, 41.1 ( 0.1 weeks

Dating criteria:  LMP, early pelvic exam, auscultation of the fetal heart by U/S stethoscope, and (“in nearly all cases”) U/S before 20th week

Parity:  

PGE2:  0, 74%; 1, 14%; ≥ 2, 11%

Stripping: 0, 51%; 1, 31%; ≥ 2, 17%

Control: 0, 60%; 1, 26%; ≥ 2, 14%

Bishop score (mean ( SD):  

PGE2:  2.6 ( 1

Stripping:  2.8 ( 0.7

Control:  2.6 ( 0.7


	1)  Apgar score < 7 at 5 minutes

2)  Birthweight

3)  Uterine artery pH (mean)

4)  Uterine artery pH < 7.2

5)  Admitted to well-baby nursery

6)  Inductions at 42 weeks

7)  C-sections

8)  Forceps-assisted deliveries

9)  Total antepartum costs (per group)

10)  Total intrapartum costs (per group)


	1)  Apgar score < 7 at 5 minutes:

PGE2:  1/35 (3%)

Stripping:  0

Control:  1/35 (3%)

p = 0.6

2)  Birthweight (mean ( SD):

PGE2:  3694 ( 419 g

Stripping:  3835 ( 489 g

Control:  3770 ( 430 g

p = 0.19

3)  Uterine artery pH (mean ( SD):

PGE2:  7.22 ( 0.05

Stripping:  7.22 ( 0.05

Control:  7.21 ( 0.05

p = 0.77

4)  Uterine artery pH < 7.2:

PGE2:  7/35 (20%)

Stripping:  8/35 (23%)

Control:  7/35 (20%)

p = 0.94

5)  Admitted to well-baby nursery:

PGE2:  32/35 (91%)

Stripping:  33/35 (94%)

Control:  35/35 (100%)

p = 0.23

6)  Inductions at 42 weeks:

PGE2:  7/35 (20%)

Stripping:  6/35 (17%)

Control:  22 (63%)

p < 0.0001

7)  C-sections:

PGE2:  8/35 (23%)

Stripping:  5/35 (14%)

Control:  5/35 (14%)

(no p-value reported)

8)  Forceps-assisted deliveries:

PGE2:  3/35 (9%)

Stripping:  4/35 (11%)

Control:  5/35 (14%)

(no p-value reported)

9)  Total antepartum charges (per group):

PGE2:  $30,800

Stripping:  $7420

Control:  $9520

(no p-value reported)

10)  Total intrapartum charges (per group):

PGE2:  $11,445

Stripping:  $9240

Control:  $14,735

(no p-value reported)


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  -

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  +

Bishop score:  +

Sample size estimates based on post hoc analysis of proportion of patients induced at 42 weeks.

(continued on next page)

	
	
	
	
	
	

	Magann, McNamara, Whitworth, et al., 1998


	Design:  RCT, randomization by table of random numbers and sealed envelopes 

Interventions:  

1) Membrane stripping 

(n = 33)

Protocol:  Membrane stripping performed every 3 days by placing a finger through the cervix and performing 2 circumferential sweeps.  If the cervix would not admit a finger, then examining finger placed into the cervix every 3 days until the sweeping could be performed. 

3)  Vaginal exam (control)     (n = 32)

Protocol:  Gentle vaginal exam performed every 3 days.  

In both groups, treatment continued until spontaneous labor, rupture of the membranes, or completion of 41 weeks’ gestation, at which time patient admitted for induction of labor.

Dates:  NR

Location:  San Diego, CA, and Jackson, MS

Setting:  1 university hospital and 1 military hospital

Type(s) of providers:  Not specified

Length of follow-up:  None


	No. of subjects at start:  65

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  65

Inclusion criteria:  39 weeks’ gestation; negative fetal fibronectin test result; Bishop score ≤ 4; vertex presentation

Exclusion criteria:  Placenta previa; other contraindications to vaginal delivery

Age (mean ( SD):  Stripping, 24.5 ( 5; control, 24.3 ( 5.3

Race: 

Stripping:  64% White, 27% Black, 9% Hispanic

Control:  66% White, 22% Black, 6% Hispanic, 6% other

Gestational age at entry (mean ( SD):  Both groups, 39.00 ( 0.00

Dating criteria:  LMP, initial exam, first auscultation of fetal heart tones with an U/S stethoscope, or U/S before 20 weeks

Parity:  Stripping, 55% nulliparous; control, 56% nulliparous

Bishop score (mean ( SD):  Stripping, 2.5 ( 0.6; control, 2.6 ( 0.9

 
	1)  Birthweight

2)  Umbilical artery pH

3)  Admission to NICU

4)  Gestational age at delivery

5)  Bishop score ≥ 8 at delivery

6)  Inductions at 42 weeks

7)  C-sections

8)  Time from admission to delivery


	1)  Birthweight (mean ( SD):

Stripping:  3449 ( 442 g

Control:  3531 ( 490 g

p = 0.48

2)  Umbilical artery pH (mean ( SD):

Stripping:  7.24 ( 0.04

Control:  7.23 ( 0.06

p = 0.43

3)  Admission to NICU:

Stripping:  2/33 (6%)

Control:  2/32 (6%)

p =1.00

4)  Gestational age at delivery (mean 

( SD):

Stripping:  39.9 ( 0.3 weeks

Control:  41.5 ( 0.6 weeks

p < 0.0001

5)  Bishop score ≥ 8 at delivery:

Stripping:  19/33 (58%)

Control:  6/32 (19%)

p = 0.0002

6)  Inductions at 42 weeks:

Stripping:  0

Control:  18/32 (56%)

p < 0.0001

7)  C-sections:

Stripping:  4/33 (12%)

Control:  5/33 (15%)

p = not significant

8)  Time from admission to delivery (mean ( SD):

Stripping:  10.4 ( 5.5 hours

Control:  13.0 ( 7.1 hours

p = 0.10


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  -

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  +

Bishop score:  +

Sample size estimates based on reduction in 42-week inductions.



	
	
	
	
	
	

	Mahmood, 1989


	Design: RCT, randomization by sealed envelope 

Interventions:

1) PGE2 gel 2 mg (n = 40), inserted into posterior fornix at 5 PM day before induction; patients monitored for 1 hour after insertion.  Second dose if Bishop score < 5 next morning at 9 AM.  If no labor or cervical change by 9 AM next day, third insertion.  

2)  PGE2 3 mg tablet (n = 40), inserted into posterior fornix.  Protocol same as above.

Dates: NR

Location:  Abderdeen, UK

Setting: Community hospital

Type(s) of providers:  NR

Length of follow-up:  None
	No of subjects at start: 80

Drop-outs: 0

Loss to follow-up:  NA

No of subjects at end:  80

Inclusion criteria:  Gestational age 37-43 weeks; singleton pregnancy; vertex presentation; Bishop score < 5

Exclusion criteria:  None specified

Age (mean ( SD):

Gel: 25 ( 4.4

Tablet: 25 ( 5.3

Race: NR

Gestational age at entry: NR

Dating criteria: NR

Parity: NR

Bishop score (mean and range):

Gel: 2.30 (0-4)

Tablet: 2.55 (0-4)

Other:  61% induced for prolonged pregnancy
	1)  Number of insertions required for spontaneous labor

2)  Time from insertion to spontaneous labor

3)  Posttreatment Bishop score

4)  Need for oxytocin

5)  Emergent cesarean section

6)  Apgar score < 7 at 1 minute

7)  Apgar score < 7 at 5 minutes
	1)  Number of insertions required for spontaneous labor:

Gel:  1 insertion: 50%

        2 insertions: 50%

Tablet:  1 insertion: 20%

             2 insertions: 50%

             3 insertions: 30%

p < 0.05

2)  Time from insertion to onset of  labor:

Gel: 15.1, if spontaneous; 20.6, if induction needed

Table: 25.6, if spontaneous; 30.5, if induction needed

p < 0.02

3) Posttreatment Bishop score:

Gel:  9.5

Tablet: 7.0

p < 0.05

4)  Need for oxytocin:

Gel: 12.5%

Tablet:  50%

p < 0.001

5)  Emergent cesarean section:

Gel: 15%

Tablet:  30%

p = not significant

6)  Apgar score < 7 at 1 minute:

Gel:  22%

Tablet:  37%

7)  Apgar score < 7 at 5 minutes:

Gel:  0

Tablet:  2.5%


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  -

Sample size:  -

Statistical tests:  -

Gestational age:  -

Dating criteria:  -

Bishop score:  +



	
	
	
	
	
	

	McColgin, Hampton, McCaul, et al., 1990


	Design:  RCT, randomization by computer

Interventions:  

1)  Membrane stripping         (n = 90)

Protocol:  Performed weekly by digital separation of 2-3 cm of the membranes from the lower uterine segment using 2 circumferential passes of the examining finger.  If cervix long and closed, then stretched digitally until membrane stripping could be accomplished.  Treatment continued until patient admitted to labor and delivery or advanced beyond 42 completed weeks’ gestation.

2)  Cervicovaginal exam (control) (n = 90)

Protocol:  Weekly atraumatic assessment of the cervix for Bishop scoring.  Treatment continued until patient admitted to labor and delivery or advanced beyond 42 completed weeks’ gestation.

Dates:  Mar 1988 - June 1989

Location:  Jackson, MS

Setting:  University hospital

Type(s) of providers:  

General OB/GYN

Length of follow-up:  None


	No. of subjects at start:  209

Dropouts:  29 (excluded post-randomization

Loss to follow-up:  NA

No. of subjects at end:  180

Inclusion criteria:  38 weeks’ gestation

Exclusion criteria:  Placenta previa; low-lying placenta; abnormal fetal presentation; known medical complication; vaginal or cervical infection

Age (mean ( SEM):  Stripping, 23.06 ( 0.55; control, 23.31 ( 0.58

Race:  NR

Gestational age at entry:  38 weeks

Dating criteria:  LMP, early assessment of uterine size, and U/S before 20 weeks

Parity:  Stripping, 40% nulliparous; control, 50% nulliparous

Bishop score (mean ( SEM):  Stripping, 3.51 ( 0.24; control, 3.82 ( 0.19

Other:  Long/closed cervix:  Stripping, 12/90 (13%); control, 10/90 (11%)


	1)  Fetal deaths

2)  Delivery ≥ 42 weeks

3)  Days to delivery

4)  Delivery within 1 week


	1)  Fetal deaths:

Stripping:  0

Control:  1/90 (1%)

(no p-value reported)

2)  Delivery ≥ 42 weeks:

Stripping:  3/90 (3.3%)

Control:  14/90 (15.6%)

p < 0.004

3)  Days to delivery (mean ( SEM):

Stripping:  8.60 ( 0.74

Control:  15.14 ( 0.83

p < 0.001

4)  Delivery within 1 week:

Stripping:  49/90 (54.5%)

Control:  14/90 (15.6%)

p < 0.001


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  NA

Sample size:  -

Statistical tests:  +

Gestational age:  +

Dating criteria:  +

Bishop score:  +

Investigators stated that “nulliparous patients and individuals with unfavorable Bishop scores benefited the most from membrane stripping in reduction of postterm pregnancies.”  No quantitative data provided.



	
	
	
	
	
	

	McColgin, Patrissi, and Morrison, 1990


	Design: RCT, method of randomization not specified

Interventions: 

1) Sweeping membranes (n = 51) performed weekly from 38-42 weeks by digital separation of membranes from lower uterine segment; if cervix closed, “digitally stretched” to allow sweeping.

2) Control (n = 48):  Bishop scoring only performed weekly from 38-42 weeks

Both groups followed until 42 weeks, when induction scheduled

Dates: NR

Location: Jackson, MS

Setting: Military hospital and university hospital antenatal clinics

Type(s) of providers:  NR

Length of follow-up:  None


	No of subjects at start: 103

Drop-outs: 4

Loss to follow-up: NA

No of subjects at end:  99

Inclusion criteria: Low-risk pregnancy

Exclusion criteria:  Uncertain dates; abnormal presentation; low-lying placenta; scheduled repeat cesarean; candidates for vaginal birth after cesarean section allowed to participate

Age: NR (“comparable”)

Gestational age at entry: NR (“comparable”)

Dating criteria:  LMP and ultrasound prior to 20 weeks

Parity: NR (“comparable”)

Bishop score: NR (“comparable”)
	1) Days to delivery

2)  Proportion delivering within 1 week

3)  Number delivering after 42 weeks

4)  Cesarean delivery
	1)  Days to delivery:

Sweeping:  6.7 days

Control:  13.3 days

p = 0.003

2) Proportion delivering within 1 week:

Sweeping:  59%

Control:  21% 

p = 0.003

3)  Number delivering after 42 weeks:

Sweeping:  2

Control:  6

p = 0.12

4) Cesarean delivery:

Sweeping:  7/51

Control:  5/48

p = NS

Results similar when analysis restricted to those entering study at 38 weeks.

No significant differences seen in group with Bishop score > 5.
	QUALITY SCORE: 

Randomized:  +

Method of randomization:  -

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  -

Sample size:  -

Statistical tests:  +

Gestational age:  -

Dating criteria:  +

Bishop score:  -



	
	
	
	
	
	

	Misra and Vavre, 1994


	Design:  RCT, method of randomization not described

Interventions:  

1)  Intracervical PGE2 gel   (0.5 mg) (n = 136)

Protocol:  Gel administered into cervical canal at 7:30 PM the night before induction.  If no labor (3-4 “good intensity” contractions, lasting 40-50 seconds each, every 10 minutes) after 12 hours, then patient induced with oxytocin.  Amniotomy performed after cervical dilatation of ≥ 2.5 cm and effacement of ≥ 80%.  If no labor after 12 hours and after receiving as much as 64 mU/min of oxytocin, then C-section performed.

2)  Oxytocin infusion (n = 127)
Protocol:  Infusion started at 8:00 AM on day of planned induction, beginning with 2 mU/min and increasing the dose by 1-2 mU every 30 minutes.  Amniotomy performed after cervical dilatation of ≥ 2.5 cm and effacement of ≥ 80%.  If no labor after 12 hours and after receiving as much as 64 mU/min of oxytocin, then C-section performed.

Dates:  Aug 1992 - Jan 1994

Location:  Bhilai, India

Setting:  Unspecified hospital

Type(s) of providers:  

Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  263

Dropouts:  0

Loss to follow-up:  0

No. of subjects at end:  263

Inclusion criteria:  Bishop score    < 4; induction of labor required

Exclusion criteria:  Premature rupture of membranes; “major degrees of cephalopelvic disproportion”; malpresentations; intrauterine deaths; congenital anomalies not compatible with life; persistently nonreactive NST 

Age (mean ( SD):  

PGE2 primigravidas (n =80):  

23.7 ( 3.7

PGE2 multigravidas (n = 56):  25.6 ( 4.0

Oxytocin primigravidas (n = 72):  23.3 ( 2.4

Oxytocin multigravidas (n = 55):  26.3 ( 3.3

Race:  NR

Gestational age at entry:  

PGE2 primigravidas:  39.6 ( 2.7 weeks

PGE2 multigravidas:  39.4 ( 2.1 weeks

Oxytocin primigravidas:  39.8 ( 2.0  weeks

Oxytocin multigravidas:  39.5 ( 2.3 weeks

Dating criteria:  NR

Parity:  PGE2, 59% primigravidas; 

oxytocin, 57% primigravidas

Bishop score (mean ( SD):  

PGE2 primigravidas:  2.2 ( 0.6

PGE2 multigravidas:  2.5 ( 0.6

Oxytocin primigravidas:  2.3 ( 0.6

Oxytocin multigravidas:  2.6 ( 0.7


	1)  Apgar score < 7 at 5 minutes

2)  Birthweight

3)  Forceps/ventouse deliveries

4)  C-sections


	1)  Apgar score < 7 at 5 minutes:

PGE2 primigravidas:  3/80 (3.8%)

Oxytocin primigravidas:  2/72 (2.8%)

p = not significant

PGE2 multigravidas:  1/56 (1.8%)

Oxytocin multigravidas:  0

p = not significant

2)  Birthweight (mean ( SD):

PGE2 primigravidas (n = 80):  

2640 ( 580 g

Oxytocin primigravidas (n = 72):  

2660 ( 550 g

p = 0.84

PGE2 multigravidas (n = 56):  

2670 ( 580 g

Oxytocin multigravidas (n = 55):  

2770 ( 620 g

p = 0.38

3)  Forceps/ventouse deliveries:

PGE2 primigravidas:  3/80 (3.8%)

Oxytocin primigravidas:  4/72 (5.6%)

(no p-value reported)

PGE2 multigravidas:  0

Oxytocin multigravidas:  2/55 (3.6%)

(no p-value reported)

4)  C-sections:

PGE2 primigravidas:  21/80 (26.3%)

Oxytocin primigravidas:  34/72 (47.2%)

p < 0.01

PGE2 multigravidas:  7/56 (12.5%)

Oxytocin multigravidas:  8/55 (14.6%)

p = 0.75


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  -

Similar to likely pt pop:  -

Interventions described:  +

Mode of delivery:  -

Sample size:  -

Statistical tests:  -

Gestational age:  +

Dating criteria:  -

Bishop score:   +

(continued on next page)

	
	
	
	
	
	

	Mundle and Young, 1996


	Design:  RCT, randomization by random-number tables and sealed envelopes

Interventions:  

1)  Misoprostol (n = 111)

Protocol:  50-μg tablet placed in upper vagina every 4 hours until patient experienced progressive labor, contractions 3 times/minute, ruptured membranes, non-reassuring FHR tracing, or delivery.  No more than 16 applications permitted; no change in dosage permitted.

2)  PGE2 gel (n = 111)

Protocol:  Patient given PGE2 gel in dose of either 0.5 mg intracervically (for ripening) or 1-2 mg intravaginally (for induction), as determined by treating physician.     

In both groups, amniotomy was performed at the discretion of the attending physician.  Oxytocin administration was begun at   2 mU/min, then increased by 2-mU/min increments at 30-60-min intervals.  Oxytocin not permitted within 4 hours of last dose of misoprostol or 6 hours of last dose of PGE2 gel.

Dates:  Mar-Sep 1994

Location:  St. John’s, Newfoundland, Canada

Setting:  Unspecified hospital

Type(s) of providers:  Unspecified hospital

Length of follow-up:  None 


	No. of subjects at start:  222

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  222

Inclusion criteria:  Indication for induction; single live fetus; gestational age > 37 weeks; cephalic presentation; intact membranes

Exclusion criteria:  Nonreassuring FHR tracing; prior uterine surgery; know hypersensitivity to misoprostol or other prostaglandins; contraindication to vaginal birth

Age (mean ( SD):  Misoprostol, 27.6 ( 5.1; PGE2, 27.4 ( 5.5

Race:  NR

Gestational age at entry (mean ( SD):  Misoprostol, 286.4 ( 7.8 days; PGE2, 285.5 ( 8.8 days

Dating criteria:  NR

Parity (mean ( SD): Misoprostol, 0.5 ( 0.8; PGE2, 0.6 ( 0.9

Bishop score (median, with 25% and 75% quartiles): Misoprostol, 4 (2, 5); PGE2, 4 (2, 6)

Other:  Indications for induction were as follows:

Postterm:  78%

Hypertension:  8%

Oligohydramnios:  7%

Other:  7%


	1)  Median Apgar scores

2)  Apgar score < 7 at 1 minute

3)  Apgar score < 7 at 5 minutes

4)  Cord pH

5)  Base deficit

6)  Birthweight

7)  Episiotomy

8)  Laceration

9)  3rd- or 4th-degree laceration

10)  Intact perineum

11)  Time from induction to delivery

12)  Vacuum-assisted deliveries

13)  C-sections


	1)  Median Apgar scores (with 25% and 75 % quartiles):

At 1 minute:

Misoprostol:  9 (7, 9)

PGE2:  9 (8, 9)

p = 0.67

At 5 minutes:

Misoprostol:  9 (8, 9)

PGE2:  9 (9, 10)

p = 0.72

2)  Apgar score < 7 at 1 minute:

Misoprostol:  17/111 (15%)

PGE2:  13/111 (12%)

p = 0.43

3)  Apgar score < 7 at 5 minutes:

Misoprostol:  2/111 (2%)

PGE2:  1/111 (1%)

p = 1.00

4)  Cord pH (mean ( SD):

Misoprostol:  7.28 ( 0.09

PGE2:  7.28 ( 0.10

p = 0.90

5)  Base deficit (mean ( SD):

Misoprostol:  5.1 ( 4.0

PGE2:  5.6 ( 4.5

p = 0.38

6)  Birthweight (mean ( SD):

Misoprostol:  3728 ( 509 g

PGE2:  3631 ( 493 g

(no p-value reported)

7)  Episiotomy:

Misoprostol:  33/111 (30%)

PGE2:  47/111 (42%)

(no p-value reported)

RR = 0.72 (95% CI, 0.51-1.02)

8)  Laceration:

Misoprostol:  55/111 (50%)

PGE2:  49/111 (44%)

(no p-value reported)

RR = 1.16 (95% CI, 0.89-1.51)

9)  3rd- or 4th-degree laceration:

Misoprostol:  6/111 (5%)

PGE2:  4/111 (4%)

(no p-value reported)

RR = 1.55 (95% CI, 0.45-5.31)

10)  Intact perineum:

Misoprostol:  17/111 (15%)

PGE2:  18/111 (16%)

(no p-value reported)

RR = 0.97 (95% CI, 0.53-1.78)

11)  Time from induction to delivery (mean ( SD):

Misoprostol:  753 ( 588 minutes

PGE2:  941 ( 506 minutes

p = 0.018

12)  Vacuum-assisted deliveries:

Misoprostol:  3/111 (3%)

PGE2:  15/111 (14%)

(no p-value reported)

RR = 0.20 (95% CI, 0.06-0.67)

13)  C-sections:

Misoprostol:  15/111 (14%)

PGE2:  12/111 (11%)

(no p-value reported)

RR = 1.25 (95% CI, 0.61-2.55)


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  -

Interventions described:  +

Mode of delivery:  -

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  -

Bishop score:  +

Results not reported separately for subgroup of patients induced for postterm pregnancy (78% of total study population).

Results not stratified by parity.

(continued on next page)

	
	
	
	
	
	

	National Institute of Child Health and Human Develop-ment Network of Maternal-Fetal Medicine Units, 1994


	Design:  RCT, randomization by computer-generated random numbers

Interventions:  

1)  PGE2 gel + induction by oxytocin (n = 174)

Protocol:  PGE2 gel (0.5 mg) inserted into intracervical canal within 24 hours of randomization.  No repeat applications.  FHR and uterine contractions monitored continuously for ≥ 4 hours.  If no labor after 12 hours, then patient induced using amniotomy (where clinically feasible), followed by oxytocin infusion (“according to a uniform protocol”).  If no active labor 24 hours after oxytocin infusion, then C-section performed or induction of labor continued.  (Decision to perform C-section not dictated by study protocol.) 

2)  Placebo gel + induction by oxytocin (n = 91)

Protocol:  Same as in 1), above, except that placebo gel used instead of PGE2 gel.

3)  Monitoring (n = 175)

Protocol:  Weekly cervical exam + twice-weekly NST and U/S assessment of AFV.  Spontaneous labor awaited, but labor could be induced if:  Bishop score > 6; estimated fetal weight > 4500 g; medical or obstetric indication for delivery developed; largest pocket of amniotic fluid < 2 

cm; or abnormal NST followed by positive CST.  If NST nonreactive, but CST negative, then testing repeated in 24 hours.  Patients undelivered by 308 days (44 completed weeks) were released from the protocol and managed as “appropriate for the clinical situation.”

Dates:  Dec 1987 - July 1989

Location:  Multiple sites in US

Setting:  University hospitals

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  440

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  440

Inclusion criteria:  Gestational age ≥ 287 days and < 301 days 

Exclusion criteria:  Medical or obstetric complications requiring induction, C-section, or frequent monitoring; estimated fetal weight > 4500 g; Bishop score ≥ 7; non-reactive NST; amniotic fluid pocket < 2 cm

Age (mean ( SD):  

PGE2-oxytocin:  25.4 ( 5.7

Placebo-oxytocin:  25.4 ( 5.3

Monitoring:  26.1 ( 5.8

Race:  

PGE2-oxytocin:  67% White, 32% Black, 1% not available

Placebo-oxytocin:  63% White, 37% Black

Monitoring:  60% White, 38% Black, 2% not available

Gestational age at entry:  

PGE2-oxytocin:  8I% 287-293 days; 19% 295-301 days

Placebo-oxytocin:  79% 287-293 days; 21% 295-301 days

Monitoring:  79% 287-293 days; 21% 295-301 days

Dating criteria:  Any one of following:  1) LMP + audible fetal heartbeat documented for ≥ 21 

weeks by fetoscope or ≥ 30 

weeks by Doppler; 2) LMP + compatible uterine size estimation at ≤ 24 weeks; 3) LMP + positive pregnancy test obtained early enough to assure that gestation exceeded 41 weeks; 4) if LMP uncertain, then fetal heartbeat documented for ≥ 32 weeks by Doppler; 5) U/S before 26 weeks

Parity (% nulliparous):  

PGE2-oxytocin:  60% 

Placebo-oxytocin:  59% 

Monitoring:  54%

Bishop score (mean ( SD):  

PGE2-oxytocin:  4.0 ( 1.4

Placebo-oxytocin:  3.8 ( 1.4

Monitoring:  3.9 ( 1.5


	1)  Mechanical ventilation 

2)  Meconium aspiration

3)  Nerve injury

4)  Seizures

5)  ≥ 1 adverse neonatal outcome

6)  Apgar score < 4 at 5 minutes

7)  Birthweight (mean)

8)  Birthweight ≥ 4500 g

9)  Time from randomization to delivery

10)  Gestational age at delivery

11)  Maternal infection

12)  Maternal transfusion

13)  Hyperstimulation

14)  C-sections


	1)  Mechanical ventilation: 

PGE2-oxytocin:  0

Placebo-oxytocin:  1/91 (1%)

Monitoring:  1/175 (< 1%)

(no p-value reported)

2)  Meconium aspiration:

PGE2-oxytocin:  1/174 (< 1%)

Placebo-oxytocin:  1/91 (1%)

Monitoring:  2/175 (1%)

(no p-value reported)

3)  Nerve injury:

PGE2-oxytocin:  1/174 (< 1%)

Placebo-oxytocin:  0

Monitoring:  0

(no p-value reported)

4)  Seizures:

PGE2-oxytocin:  0

Placebo-oxytocin:  2/91 (2%)

Monitoring:  1/175 (< 1%)

(no p-value reported)

5)  ≥ 1 adverse neonatal outcome:

PGE2-oxytocin:  1/174 (< 1%)

Placebo-oxytocin:  3/91 (3%)

Monitoring:  1/175 (< 1%)

(no p-value reported)

6)  Apgar score < 4 at 5 minutes:

PGE2-oxytocin:  0

Placebo-oxytocin:  0

Monitoring:  1/175 (< 1%)

(no p-value reported)

7)  Birthweight (mean ( SD):

PGE2-oxytocin:  3607 ( 382 g

Placebo-oxytocin:  3532 ( 464 g

Monitoring:  3606 ( 440 g

(no p-value reported)

8)  Birthweight ≥ 4500 g:

PGE2-oxytocin:  1/174 (< 1%)

Placebo-oxytocin:  3/91 (3%)

Monitoring:  6/175 (4%)

(no p-value reported)

9)  Time from randomization to delivery (median, with range):

PGE2-oxytocin:  36 hours (6-492)

Placebo-oxytocin:  35 hours (7-487)

Monitoring:  85 hours (5-538)

p < 0.001

10)  Gestational age at delivery:




287-293   294-301
>302




   days        days      
 days
PGE2-oxy:
   64%

34%
   1%

Placebo-oxy:  66%

32%
   2%

Monitoring:
   38%

47%
  14%

p < 0.001

11)  Maternal infection:

PGE2-oxytocin:  33/174 (19%)

Placebo-oxytocin:  13/91 (14%)

Monitoring:  25/175 (14%)

p = not significant

12)  Maternal transfusion:

PGE2-oxytocin:  2/174 (1%)

Placebo-oxytocin:  0

Monitoring:  3/175 (2%)

p = not significant

13)  Hyperstimulation:

PGE2-oxytocin:  2/174 (1%)

Placebo-oxytocin:  1/91 (1%)

Monitoring:  0

p = not significant

14)  C-sections:

PGE2-oxytocin:  39/174 (22%) 

Placebo-oxytocin:  16/91 (18%)

Monitoring:  32/175 (18%)

p = not significant


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  -

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  +

Bishop score:  +

Sample size estimates based on perinatal morbidity/mortality and maternal mortality.

(continued on next page)

	
	
	
	
	
	

	O’Brien, Mercer, Cleary, et al., 1995


	Design:  RCT, randomization by table of random numbers

Interventions:  

1)  PGE2 gel (n = 50)

Protocol:  PGE2 (2 mg) gel given intravaginally every day for 5 consecutive days.  Patients monitored for minimum of 30 minutes after each dose.  At 41 weeks, patients re-evaluated.  If cervix favorable, NST non-reactive with a BPS ≤ 6, oligohydramnios, FHR decelerations, or evidence of growth restriction, then patient induced.  Otherwise, patients evaluated with twice –weekly NSTs and weekly AFV assessments.

2)  Placebo gel (n = 50)

Protocol:  Same as above, except that placebo gel used instead of PGE2.

Dates:  June 1993 - June 1994

Location:  Memphis, TN

Setting:  University hospital

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  100

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  100

Inclusion criteria:  38-40 weeks gestation; Bishop score ≤ 6; no medical indication for delivery; 

≤ 1 previous low-transverse C-section

Exclusion criteria:  Nonreactive NST; oligohydramnios (AFI < 5.0 cm); macrosomia (estimated fetal weight > 4000 g); fetal growth restriction (estimated fetal weight < 10th percentile)

Age:  NR

Race:  NR

Gestational age at entry (mean ( SD):  PGE2, 38.9 ( 0.54 weeks; placebo, 39.0 ( 0.66 weeks

Dating criteria:  NR 

Parity:  PGE2, 40% nulliparous; placebo, 56% nulliparous

Bishop score (median, with range):  PGE2, 4 (1-6); placebo, 

4 (1-6)


	1)  Birthweight

2)  Macrosomia

3)  Apgar score < 7 at 5 minutes

4)  Admission to NICU

5)  Meconium staining

6)  Postdate pregnancies (delivery > estimated date)

7)  Postterm pregnancies (delivery ≥ 294 days)

8)  Inpatient inductions

9)  Gestational age at delivery

10)  Chorioamnionitis

11)  C-sections


	1)  Birthweight (mean ( SD):

PGE2:  3320 ( 400 g

Placebo:  3450 ( 400 g

p = 0.11

2)  Macrosomia:

PGE2:  1/50 (2%)

Placebo:  4/50 (8%)

p = 0.36

3)  Apgar score < 7 at 5 minutes:

PGE2:  0

Placebo:  2/50 (4%)

p = 0.50

4)  Admission to NICU:

PGE2:  1/50 (2%)

Placebo:  5/50 (10%)

p = 0.20

5)  Meconium staining:

PGE2:  8/50 (16%)

Placebo:  15/50 (30%)

p = 0.15

6)  Postdate pregnancies (delivery > estimated date):

PGE2:  20/50 (40%)

Placebo:  33/50 (66%)

p =0.016

7)  Postterm pregnancies (delivery ≥ 294 days):

PGE2:  2/50 (4%)

Placebo:  3/50 (6%)

p = 1.0

8)  Inpatient inductions:

PGE2:  6/50 (12%)

Placebo:  14/50 (28%)

p = 0.08

9)  Gestational age at delivery (mean ( SD):

PGE2:  39.9 ( 1.0 weeks

Placebo:  40.5 ( 0.99 weeks

p = 0.003

10)  Chorioamnionitis:

PGE2:  4/50 (8%)

Placebo:  7/50 (14%)

p = 0.52

11)  C-sections:

PGE2:  7/50 (14%)

Placebo:  10/50 (20%)

p = 0.59


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  -

Sample size:  -

Statistical tests:  +

Gestational age:  +

Dating criteria:  -

Bishop score:  +

Results not stratified by parity.

(continued on next page)

	
	
	
	
	
	

	Papa-georgiou, Tsionou, Minaretzis, et al., 1992


	Design:  RCT, allocation to treatment group by even/odd admission number

Interventions:  

1)  PGE2 gel (n = 83)

Protocol:  PGE2 gel (0.5 mg) instilled deeply into cervical canal by syringe.  Patient monitored for 45 min before and after treatment.  Pelvic exam done 6 hours after placement of gel.  If Bishop score < 5, then second dose given.  Pelvic exam repeated 6 hours after second dose.  If Bishop score still < 5, then patient considered to have failed PGE2 ripening and given oxytocin infusion.  If Bishop score > 5, but regular contractions or progressive dilatation not observed, then oxytocin used for labor augmentation.

2)  Oxytocin (n = 82)

Protocol:  Up to 3 trials of oxytocin infusion, each lasting 4 hours, with 4-hour rest period between trials.  Infusion started at 5 mU/min and increased by 5 mU/min every half hour up to 30 mU/min.  If no labor established after 3 trials, then patient delivered by C-section.

Dates:  NR

Location:  Athens, Greece

Setting:  University hospital

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  165

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  165

Inclusion criteria:  Singleton pregnancy; vertex presentation; unripe cervix; no other obstetric complications; 41 completed weeks’ gestation; nonreactive NST; normal AFI by U/S

Exclusion criteria:  None specified

Age (mean ( SEM):  PGE2, 24.9 

( 0.5; oxytocin, 25.0 ( 0.5

Race:  NR

Gestational age at entry:  NR (required to have completed 41 weeks’ gestation for entry into study)

Dating criteria:  LMP + U/S at 20 weeks

Parity (mean ( SEM):  PGE2, 1.6 ( 0.1; oxytocin, 1.5 ( 0.1 

Bishop score (mean ( SEM):  PGE2, 2.9 ( 0.1; oxytocin, 3.1 

( 0.1


	1)  Apgar score < 7 at 5 minutes

2)  Birthweight

3)  C-sections for disproportion

4)  C-sections for fetal distress

5)  Vacuum delivery

6)  Vaginal delivery

7)  Hyperstimulation


	1)  Apgar score < 7 at 5 minutes:

PGE2:  2/83 (2.4%)

Oxytocin:  8/82 (9.7%)

p < 0.05

2)  Birthweight (mean ( SEM):

PGE2:  3601 ( 55 g

Oxytocin:  3562 ( 43 g

p = not significant

3)  C-sections for disproportion:

PGE2:  4/83 (4.8%)

Oxytocin:  4/82 (4.8%)

p = not significant

4)  C-sections for fetal distress:

PGE2:  2/83 (2.4%)

Oxytocin:  3/82 (3.6%)

p = not significant

5)  Vacuum delivery:

PGE2:  7/83 (8.4%)

Oxytocin:  9/82 (10.9%)

p = not significant

6)  Vaginal delivery:

PGE2:  74/83 (89%)

Oxytocin:  58/82 (70.7%)

p < 0.01

7)  Hyperstimulation:

PGE2:  2/83 (2.4%)

Oxytocin:  4/82 (4.8%)

p = not significant


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  -

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  +

Sample size:  -

Statistical tests:  +

Gestational age:  -

Dating criteria:  +

Bishop score:  +

Results not stratified by parity.

(continued on next page)

	
	
	
	
	
	

	Rayburn, Gosen, Ramadei, et al., 1988


	Design:  RCT, randomization by drawing a card

Interventions:  

1)  Prostaglandin E2 (PGE2) gel (2.5 mg) (n = 55)

2)  Placebo gel (n = 63)

Treatment protocol:

After assignment of Bishop score and a reactive NST, gel instilled into cervix using a  16-gauge angiocatheter tube.  Patient remained in semi-Trendelenburg position while uterine contractions and FHR monitored for 2 hours.  Induction of labor with oxytocin scheduled approximately 12 hours after instillation of study drug.  Induction followed ACOG guidelines.

Dates:  Dec 1985 - Feb 1987

Location:  Omaha, NE

Setting:  University hospital and military hospital

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  118

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  118

Inclusion criteria:  Singleton pregnancy; scheduled for induction at 42 weeks; unfavorable cervix (Bishop score ≤ 5)

Exclusion criteria:  None specified

Age (mean ( SD, with range):  

PGE2:  23 ( 1.2 (21.8 to 24.2)

Placebo:  24 ( 1.6 (22.4 to 25.6)

Race:  NR

Gestational age at entry:  42 weeks

Dating criteria:  LMP plus “compatible clinical milestones” or U/S results from first half of gestation 

Parity:  

PGE2:  51% nulliparous

Placebo:  63% nulliparous

Bishop score (mean ( SD):  

PGE2:  3.2 ( 1.0

Placebo:  3.4 ( 0.8


	1)  Vaginal delivery, spontaneous

2)  Vaginal delivery, forceps-assisted

3)  C-sections

4)  Time to delivery


	1)  Vaginal delivery, spontaneous: 

PGE2:  42/55 (76%)

Placebo:  35/63 (56%)

p < 0.05

2)  Vaginal delivery, forceps-assisted:

PGE2:  3/55 (5.5%)

Placebo:  7/63 (11%)

p < 0.05

3)  C-sections:

Overall:

PGE2:  10/55 (18%)

Placebo:  21/63 (33%)

p < 0.05

For fetal distress:

PGE2:  1/55 (2%)

Placebo:  6/63 (9.5%)

(no p-value reported)

For failure to progress:
PGE2:  9/55 (16%)

Placebo:  13/63 (21%)

(no p-value reported)

For other reasons:

PGE2:  0

Placebo:  2/63 (3%)

(no p-value reported)

4)  Time to delivery (mean ( SD):

PGE2:  5.5 ( 1.6 hours

Placebo:  9.5 ( 2.3 hours

p < 0.01


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  +

Sample size:  -

Statistical tests:  -

Gestational age:  +

Dating criteria:  +

Bishop score:  +



	
	
	
	
	
	

	Sala-malekis, Vitoratos, Kassanos, et al., 2000


	Design:  RCT, method of randomization not described

Interventions:  

1)  Membrane stripping         (n = 34)

Protocol:  Examiner’s finger inserted as far as possible through the internal cervical os, separating the membranes from the lower uterine segment and rotating 360º.  Patients followed up for 4 days.

2)  Oxytocin (n = 35)

Protocol:  Oxytocin infusion given over 6 hours.  Initial infusion 0.5 mU/min, then doubled hourly, reaching a maximum of 4 mU/min.  Continuous cardiotocographic monitoring throughout 6-hour infusion period.  Patients followed up for 4 days.

3)  Vaginal exam (control)     (n = 35)

Protocol:  “Gentle vaginal examination” given.  Patients followed up for 4 days.

Dates:  NR

Location:  Athens, Greece

Setting:  University hospital 

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  104

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  104

Inclusion criteria:  Primigravida; gestational age 40-41 weeks; Bishop score ≤ 5; no maternal or fetal complications; singleton pregnancy; cephalic presentation

Exclusion criteria:  None specified

Age (mean ( SD):  

Stripping:  26 ( 2.4

Oxytocin:  27.1 ( 4.5

Control:  26.3 ( 3.8

Race:  100% Greek

Gestational age at entry (mean 

( SD):  

Stripping:  283.3 ( 2.4 days

Oxytocin:  284.1 ( 2.1 days

Control:  282.9 ( 3.2 days

Dating criteria:  Clinical exam and U/S during 1st trimester

Parity:  100% primigravida

Bishop score:  NR (required to be ≤ 5 for entry into study)  


	1)  C-sections

2)  Chorioamnionitis

3)  Inductions

4)  Spontaneous labor

5)  Time to onset of labor


	1)  C-sections: 

Stripping:  2/34 (5.9%)

Oxytocin:  3/35 (8.6%)

Control:  1/35 (2.9%)

p = not signifcant

2)  Chorioamnionitis:

Stripping:  0

Oxytocin:  0

Control:  0

p = not significant

3)  Inductions:

Stripping:  1/34 (2.9%)

Oxytocin:  2/35 (5.7%)

Control:  7/35 (20%)

p = 0.05

4)  Spontaneous labor:

Stripping:  23/34 (67.6%)

Oxytocin:  18/35 (51.4%)

Control:  12/35 (34.2%)

p = 0.05

5)  Time to onset of labor (mean ( SD):

Stripping:  1.9 ( 1.2 days

Oxytocin:  2.1 ( 0.8 days

Control:  2.5 ( 0.9 days

p = not significant


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  -

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  -

Sample size:  -

Statistical tests:  +

Gestational age:  +

Dating criteria:  +

Bishop score:  +

Definition of “labor” used not reported.



	
	
	
	
	
	

	Sanchez-Ramos, Kaunitz, Del Valle, et al., 1993


	Design:  RCT, randomization by table of random numbers (generated by consecutive coin toss) and sealed envelopes

Interventions:  

1)  Misoprostol (n = 64)

Protocol:  50-μg misoprostol tablet placed in posterior vaginal fornix.  Dose repeated every 4 hours until adequate labor achieved (3 contractions in 10 minutes).  Maximum dose = 600 μg.  Artificial rupture of the membranes performed as soon as cervical dilatation permitted.  Patients in active labor with arrest of dilatation (no change in dilatation for 2+ hours at 5 cm or more) received oxytocin augmentation.

2)  Oxytocin (n = 65)

Protocol:  Oxytocin infusion started at 1-2 mU/minute and gradually increased in dose increments of 1-2 mU/minute at 30-min intervals, as needed.  If Bishop score < 5 before start of oxytocin infusion, then cervical ripening was performed with single or multiple doses of PGE2 gel.

Dates:  Jan-Aug 1992

Location:  Jacksonville, FL

Setting:  University hospital

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  130

Dropouts:  1 (excluded after randomization for breech presentation)

Loss to follow-up:  NA

No. of subjects at end:  129

Inclusion criteria:  Obstetric indication for labor; medical complications (including diabetes and renal disease); absence of labor or fetal distress; no previous C-section or other uterine surgery; singleton pregnancy with vertex presentation; no contraindications to vaginal delivery

Exclusion criteria:  None specified

Age (mean + SD):  Misoprostol, 23.7 ( 5.5; oxytocin, 23.1 ( 5.6

Race:  Misoprostol, 50% non-White; oxytocin, 51% non-White

Gestational age at entry (mean ( SD):  Misoprostol, 38.8 ( 2.6 weeks; oxytocin, 38.8 ( 4.0 weeks

Dating criteria:  NR

Parity (mean ( SD):  Misoprostol, 0.8 ( 1.2; oxytocin, 0.7 ( 1.1

Bishop score (mean ( SD):  Misoprostol, 4.0 ( 2.2; oxytocin, 4.2 ( 2.2

Other:  Indications for induction were as follows:

Preeclampsia:  34%

Postterm:  19% (22% miso-prostol, 15% oxytocin)

PROM:  13%

Abnormal fetal testing:  9%

Diabetes:  7%

Other:  18%


	1)  Apgar score < 7 at 1 minute

2)  Apgar score < 7 at 5 minutes

3)  Birthweight

4)  Cord pH < 7.16

5)  Admission to NICU

6)  Bleeding > 500 ml

7)  Forceps delivery

8)  Vacuum delivery

9)  C-sections

10)  Induction-agent costs

11)  Time to delivery


	1)  Apgar score < 7 at 1 minute:

Misoprostol:  11/64 (17.2%)

Oxytocin:  9/65 (13.8%)

p = not significant

2)  Apgar score < 7 at 5 minutes:

Misoprostol:  1/64 (1.6%)

Oxytocin:  1/65 (1.5%)

p = not significant

3)  Birthweight (mean ( SD):

Misoprostol:  3181.5 ( 731.8 g

Oxytocin:  3231.4 ( 662.8 g

p = not significant

4)  Cord pH < 7.16:

Misoprostol:  9/64 (14.1%)

Oxytocin:  7/65 (10.8%)

p = not significant

5)  Admission to NICU:

Misoprostol:  3/64 (4.7%)

Oxytocin:  6/65 (9.2%)

p = not significant

6)  Bleeding > 500 ml:

Misoprostol:  1/64 (1.6%)

Oxytocin:  0/65

p = not significant

7)  Forceps delivery:

Misoprostol:  9/64 (14.1%)

Oxytocin:  9/65 (13.8%)

p = not significant

8)  Vacuum delivery:

Misoprostol:  4/64 (6.3%)

Oxytocin:  7/65 (10.8%)

p = not significant

9)  C-sections:

Misoprostol:  14/64 (21.9%)

Oxytocin:  14/65 (21.5%)

p = not significant

10)  Induction-agent costs (per patient):

Misoprostol (( oxytocin):  $49

Oxytocin alone:  $205

Oxytocin + PGE2:  $315

(no p-value reported)

11)  Time to delivery (mean ( SD):

Misoprostol:  661.9 ( 435.9 minutes

Oxytocin:  1104.9 ( 968.1 minutes

p = 0.004


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  -

Interventions described:  +

Mode of delivery:  +

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  -

Bishop score:  +

Results not reported separately for subgroup of patients induced for postterm pregnancy (19% of total study population).

Results not stratified by parity.

Study underpowered to detect differences in some outcomes (e.g., hyperstimulation 11% in misoprostol group, 4.6% in oxytocin group, but not significant).

Sample size estimates based on time to delivery.

Total dose and maximum rate of oxytocin significantly lower in misoprostol group.

(continued on next page)

	
	
	
	
	
	

	Satin, Hankins, and Yeomans, 1991


	Design:  RCT, randomization by sealed envelope

Interventions:  

1)  Oxytocin, slow dose escalation (n = 32)

Protocol:  Initial dose 2 mU/min.  Incremental increases of 1 mU/min given at 30-minute intervals to maximum dose of 40 mU/min.

2)  Oxytocin, fast dose escalation (n = 48)
Protocol: :  Initial dose 2 mU/min.  Incremental increases of 2 mU/min given at 15-minute intervals to maximum dose of 40 mU/min.

In both groups, oxytocin doses  were increased until an adequate labor pattern was achieved (defined as labor resulting in cervical change).  Amniotomy performed in active labor.  Internal FHR and pressure monitored.  Pressure catheter used to titrate.  Induction considered to have failed if no cervical dilatation or spontaneous rupture of membranes by 8-10 hours and no evidence of fetal distress or maternal illness.  

Dates:  NR

Location:  San Antonio, TX

Setting:  Military hospital

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  80

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  80

Inclusion criteria:  Cervical dilatation ≤ 2 cm; Bishop score 

≤ 6; no regular uterine activity; intact membranes

Exclusion criteria:  Malpresentation; placenta previa; active herpes infection; hypertension; deviation from dosing protocol

Age (mean + SD):  Slow, 24.3 ( 3.6; fast, 24.7 ( 3.2

Race:  NR

Gestational age at entry:  Mean NR.  Slow, 31/32 (97%) ≥ 42 weeks; fast, 44/48 (92%) ≥ 42 weeks

Dating criteria:  NR

Parity:  Slow, 47% nulliparous; fast, 46% nulliparous

Bishop score:  NR


	1)  Apgar score ≤ 3 at 1 minute

2)  Apgar score ≤ 6 at 5 minutes

3)  Birthweight

4)  Use of epidural

5)  Induction failure

6)  Hyperstimulation/FHR abnormalities requiring oxytocin to be stopped

7)  C-sections (by parity)

8)  Mid-forceps delivery (by parity)

9)  Time to delivery (by parity)


	1)  Apgar score ≤ 3 at 1 minute:

Slow:  0/32

Fast:  1/48 (2%)

p = not significant

2)  Apgar score ≤ 6 at 5 minutes:

Slow:  1/32 (3%)

Fast:  1/48 (2%)

p =not significant

3)  Birthweight (mean ( SD):

Slow:  3623 ( 459 g

Fast:  3670 ( 516

p = not significant

4)  Use of epidural:

Slow:  25%

Fast:  27%

p = not significant

5)  Induction failure:

Slow:  10/32 (31%)

Fast:  4/48 (8%)

p < 0.05

6)  Hyperstimulation/FHR abnormalities requiring oxytocin to be stopped:

Slow:  66%, 0 episodes; 25%, 1 episode; 3%, 2 episodes; 6%, ≥ 3 episodes

Fast:  46%, 0 episodes; 29%, 1 episode; 8%, 2 episodes; 17%, ≥ 3 episodes

p = not significant

7)  C-sections (by parity):

Slow, nulliparous:  1/32 (3%)

Slow, multiparous:  0

Fast, nulliparous:  3/48 (6%)

Fast, multiparous:  2/48 (4%)

p = not significant

8)  Mid-forceps delivery (by parity):

Slow, nulliparous:  1/32 (3%)

Slow, multiparous:  1/32 (3%)

Fast, nulliparous:  2/48 (4%)

Fast, multiparous:  0

p = not significant

9)  Time to delivery (mean, by parity):

Slow, nulliparous:  15 hours, 18 minutes

Fast, nulliparous:  9 hours, 16 minutes

p < 0.05

Slow, multiparous:  10 hours, 54 minutes

Fast, multiparous:  8 hours, 2 minutes

p < 0.05


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  -

Sample size:  -

Statistical tests:  +

Gestational age:  +

Dating criteria:  -

Bishop score:  -

Hyperstimulation more common in fast protocol, but study underpowered to detect difference

(continued on next page)

	
	
	
	
	
	

	Sawai, O’Brien, Mastro-giannis, et al., 1994


	Design:  RCT, computer-generated randomization

Interventions:  

1)  Self-administered PGE2 suppositories (2 mg) (n = 38)

Protocol:  Patients given explicit instructions on how to avoid intracervical placement of suppository.  Enough suppositories given for daily use until next clinic visit.  Telephone contact with investigator available on 24-hour basis.  Patients returned for weekly sonogram for AFI and twice-weekly NST and Bishop scoring.  Suppositories dispense at each clinic visit until spontaneous labor occurred or until patient admitted for induction of labor for Bishop score ≥ 9, oligohydramnios (AFI < 5 cm), “nonreassuring” FHR tracing, gestational age of 44 weeks, or the development of preeclampsia or other exclusion criteria.

2)  Placebo suppositories      (n = 42)

Protocol:  Same as above, except that placebo suppositories used instead of PGE2.

Dates:  May 1990 - Sep 1991

Location:  Tampa, FL

Setting:  University hospital

Type(s) of providers:  

Unspecified OB/GYN

Length of follow-up:  None
	No. of subjects at start:  91

Dropouts:  11

Loss to follow-up:  NA

No. of subjects at end:  80

Inclusion criteria:  Gestational age ≥ 41 weeks; uncomplicated pregnancy; Bishop score < 9; reactive NST; normal U/S

Exclusion criteria:  Maternal medical problems; previous uterine surgery; previous stillbirth; abnormal FHR; vaginal bleeding; spontaneous rupture of membranes; regular uterine contractions; abnormal U/S findings; estimated fetal weight 

≥ 4500 g

Age:  NR

Race:  NR

Gestational age at entry (mean 

( SD):  PGE2, 297.0 ( 5.4 days; placebo, 295.0 ( 4.5 days (p = 0.021)

Dating criteria:  NR (“reliable dating criteria”)

Parity:  NR

Bishop score:  Baseline scores not reported


	1)  Apgar score < 7 at 5 minutes

2)  Birthweight

3)  Umbilical artery pH

4)  Admission to NICU

5)  C-sections

6)  Chorioamnionitis

7)  Time from admission to delivery

8)  Antepartum testing charges (per patient)


	1)  Apgar score < 7 at 5 minutes:

PGE2:  1/38 (2.6%)

Placebo:  1/42 (2.4%)

p = not significant

2)  Birthweight (mean ( SD):

PGE2:  3.50 ( 0.40 kg

Placebo:  3.68 ( 0.39 kg

p = 0.051

3)  Umbilical artery pH (mean ( SD):

PGE2:  7.27 ( 0.07

Placebo: 7.27 ( 0.07

p = not significant

4)  Admission to NICU:

PGE2:  2/38 (5.3%)

Placebo:  4/42 (9.5%)

p = not significant

5)  C-sections:

PGE2:  1/38 (2.6%)

Placebo:  6/42 (14.3%)

p = not significant

6)  Chorioamnionitis:

PGE2:  2/38 (5.3%)

Placebo:  10/42 (24%)

p = 0.04

7)  Time from admission to delivery (mean ( SD):

Nulliparas:

PGE2 (n = NR):  10.7 ( 5.1 hours

Placebo (n = NR):  15.3 ( 7.6 hours

p = 0.035

Multiparas:

PGE2 (n = NR):  11.2 ( 1.3 hours

Placebo (n = NR):  7.1 ( 4.4 hours

p = not significant

8)  Antepartum testing charges (per patient; mean ( SD):

All patients:

PGE2:  $476.97 ( $170.36

Placebo:  $647.29 ( $257.36

p = 0.001

Nulliparas:

PGE2 (n = NR):  $456.44 ( $141.55

Placebo (n = NR):  $659.67 ( $271.38

p = 0.006

Multiparas:

PGE2 (n = NR):  $495.45 ( $194.50

Placebo (n = NR):  $630 ( $244.12

p = not significant


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  -

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  -

Bishop score:  -

Baseline characteristics not reported.

Underpowered to detect differences in categorical variables.

(continued on next page)


	
	
	
	
	
	

	Sawai, Williams, O’Brien, et al., 1991


	Design:  RCT, randomization by sealed envelope

Interventions:  

1)  PGE2 gel (n = 24; 14 nulliparas and 10 multiparas)

Protocol:  PGE2 gel (2 mg) placed in the posterior vaginal fornix.  Uterine activity and FHR tracings monitored for 

1-2 hours after gel insertion.  

If no regular uterine contractions and NST reactive, then patient discharged and asked to return for weekly sonograms for AFI assessment and twice-weekly NSTs, cervical scoring, and application of gel.  Labor induced if spontaneous labor did not occur and Bishop score > 9, if oligohydramnios present (AFI < 5 cm), if FHR tracing “not reassuring,” or if a gestational age of 44 weeks was reached.

2)  Placebo gel (n = 26; 16 nulliparas and 10 multiparas)

Protocol:  Same as above, except that placebo gel used instead of PGE2.

Dates:  Aug 1988 - Aug 1989

Location:  Tampa, FL

Setting:  University hospital

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  50

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  50

Inclusion criteria:  Gestational age ≥ 287 days; unfavorable cervix (Bishop score < 9)

Exclusion criteria:  Diabetes; hypertension; previous uterine surgery; abnormal FHR tracings; vaginal bleeding; spontaneous rupture of membranes; regular uterine contractions; nonvertex presentation; macrosomia (estimated fetal weight > 4500 g); fetal anomalies; fetal growth retardation; oligohydramnios; multiple gestation

Age:  NR

Race:  NR

Gestational age at entry:  NR (gestational age ≥ 287 days required for entry into study)

Dating criteria:  LMP confirmed by early clinical exam and/or early U/S

Parity:  PGE2, 58% nulliparous; placebo, 62% nulliparous

Bishop score:  NR; score < 9 required for entry into study


	1)  Apgar scores at 1 minute

2)  Apgar scores at 5 minutes

3)  Birthweight

4)  Umbilical arterial blood pH

5)  Admission to NICU

6)  C-sections

7)  Length of labor and delivery


	1)  Apgar scores at 1 minute (median):

PGE2 nulliparas (n = 14):  9.0

Placebo nulliparas (n = 16):  8.5

p = not significant

PGE2 multiparas (n = 10):  9.0

Placebo multiparas (n = 10):  9.0

p = not significant

2)  Apgar scores at 5 minutes (median):

PGE2 nulliparas:  9.0

Placebo nulliparas:  9.0

p = not significant

PGE2 multiparas:  9.0

Placebo multiparas:  9.0

p = not significant

3)  Birthweight (mean ( SEM):

PGE2 nulliparas:  3753.6 ( 126

Placebo nulliparas:  3910.7 ( 113

p = not significant

PGE2 multiparas:  3564.5 ( 119

Placebo multiparas:  3589.0 ( 74

p = not significant

4)  Umbilical arterial blood pH (mean ( SEM):

PGE2 nulliparas:  7.28 ( 0.02

Placebo nulliparas: 7.28 ( 0.02

p = not significant

PGE2 multiparas:  7.32 ( 0.01

Placebo multiparas:  7.19 ( 0.06

p = not significant

5)  Admission to NICU:

PGE2 nulliparas:  0

Placebo nulliparas:  0

p = not significant

PGE2 multiparas:  0

Placebo multiparas:  2

p = not significant

6)  C-sections (all for failure to progress or arrest of descent):

PGE2 nulliparas:  6/14 (43%)

Placebo nulliparas:  3/16 (19%)

p = not significant

PGE2 multiparas:  0

Placebo multiparas:  1/10 (10%)

p = not significant

7)  Length of labor and delivery (mean ( SEM):

PGE2 nulliparas:  17.6 ( 2.7 hours

Placebo nulliparas:  13.9 ( 1.9 hours

p = not significant

PGE2 multiparas:  5.4 ( 2.0 hours

Placebo multiparas:  8.2 ( 1.2 hours

p = not significant


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  +

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  +

Bishop score:  -

Study underpowered to detect differences in categorical variables (e.g., C-sections).

(continued on next page)

	
	
	
	
	
	

	Sciscione, Nguyen, Manley, et al., 2001


	Design:  RCT, randomization by computer-generated list of random numbers and sealed envelopes

Interventions:  

1)  Transcervical Foley catheter (n = 58)

Protocol:  16F Foley catheter with 30-ml balloon inserted into endocervical canal under direct visualization via a sterile speculum exam.  Effort was made not to touch the catheter to vagina or ectocervix.  Once balloon in place, 30 ml water injected.   Traction applied by taping end of catheter to patient’s leg.  Catheter checked for extrusion every 6 hours by cervical exam.  If not extruded, then catheter adjusted to maintain traction.  FHR monitoring started after placement, and patient allowed to ambulate.  Oxytocin given after catheter extrusion, beginning a 1 mIU and increasing 1 mIU every 15 minutes.  Artificial rupture of membranes done as soon as clinically feasible.

2)  Misoprostol (n = 53)

Protocol:  50-μg tablet placed in posterior vaginal fornix every 4 hours to maximum of 6 doses.  Dosing suspended in the event of onset of labor, uterine tachysystole, non-reassuring FHR, or rupture of membranes.  Oxytocin started (as above) 4 hours after last dose of misoprostol in women 

not in active labor, but with Bishop scores > 5, or after 6 doses.  Artificial rupture of membranes done as soon as clinically feasible.

Dates:  July 1997 - July 1999

Location:  Newark, DE

Setting:  Community hospital

Type(s) of providers:  General OB/GYN; residents

Length of follow-up:  None


	No. of subjects at start:  114

Dropouts:  3 (2 for protocol violations; 1 for failure to meet inclusion criteria)

Loss to follow-up:  NA

No. of subjects at end:  111

Inclusion criteria:  Admitted for labor induction; single gestation; vertex presentation; > 28 weeks’ gestation; Bishop score < 6

Exclusion criteria:  Rupture of membranes; antepartum bleeding; active genital herpes infection; fetal death; placenta previa; previous induction or preinduction agent during pregnancy; known allergy to misoprostol

Age (mean ( SD):  Catheter, 25.1 ( 6.9; misoprostol, 25.9 ( 6.9

Race:  NR

Gestational age at entry:  NR

Dating criteria:  NR

Parity:  Catheter, 70.6% nulliparous; misoprostol, 71.7% nulliparous

Bishop score (median):  Catheter, 3.0; misoprostol, 2.0

Other:  Indications for induction:

Preeclampsia:  32%

Oligohydramnios:  25%

Postterm:  14%

Growth restriction:  8%

Elective:  5%

Chronic hypertension:  3%

Diabetes:  3%

Macrosomia:  3%

Other:  8%


	1)  Birthweight

2)  C-sections

3)  Delivery within 24 hours

4)  Vaginal delivery within 24 hours


	1)  Birthweight (mean ( SD):

Catheter:  2979.5 ( 619.9 g

Misoprostol:  2969.8 ( 743.7 g

p = 0.94

2)  C-sections:

Overall:

Catheter:  31.8%

Misoprostol:  37.8%

p = 0.46

For nonreassuring FHR tracing::

Catheter:  12%

Misoprostol:  24%

p = 0.09

3)  Delivery within 24 hours:

Catheter:  54.5%

Misoprostol:  67.9%

p = 0.31

4)  Vaginal delivery within 24 hours:

Catheter:  73%

Misoprostol:  84%

p = 0.23


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  -

Interventions described:  +

Mode of delivery:  +

Sample size:  +

Statistical tests:  +

Gestational age:  -

Dating criteria:  -

Bishop score:  +

Results not reported separately for subgroup of patients induced for postterm pregnancy (14% of total study population).

Results not stratified by parity.

Sample size estimates based on change in Bishop score.

(continued on next page)

	
	
	
	
	
	

	Srisom-boon, Piya-mongkol, and Aiewsakul, 1997


	Design:  RCT, blocked randomization

Interventions:  

1)  Intracervical misoprostol  (n = 50)

Protocol:  100 μg misoprostol pill crushed in 3 ml sterile jelly.  Mixture instilled in endo-cervical canal with assistance of speculum visualization.

2)  Intravaginal misoprostol   (n = 50)

Protocol:  Same mixture as above, but placed in posterior vaginal fornix.

Patients in both groups were left in supine position for 1 hour after administration of gel.  Vital signs and side effects monitored every 2 hours.  Continuous external cardiotocography performed.  Patients re-examined at 12 hours.  If cervix unfavorable, then 2nd dose of gel given.  If cervix became favorable (≥ 6), then amniotomy performed and oxytocin infusion started, if needed.  Oxytocin also started if no cervical change occurred or no uterine contractions occurred after 2nd dose.  Infusion started at 1-2 mU/min, increased 1-2 mU/min at 30-min intervals.

Dates:  Aug 1994 - Sep 1995

Location:  Chiang Mai, Thailand

Setting:  University hospital

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  100

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  100

Inclusion criteria:  Singleton pregnancy; parity ≤ 3; vertex presentation; obstetric or medical indication for delivery; intact membranes with no prior stripping; Bishop score ≤ 4; gestational age > 35 weeks; no previous C-section or other uterine surgery; no labor or fetal distress; no evidence of cephalo-pelvic disproportion;  no placenta previa, forelying cord, or vasa previa; no contraindication to the use of prostaglandins

Exclusion criteria:  None specified

Age (mean ( SD):  Intracervical, 25.8 ( 5.3; intravaginal, 28.1 ( 5.8

Race:  NR

Gestational age at entry (mean ( SD):  Intracervical, 39.7 ( 2.2; intravaginal, 39.2 ( 2.2

Dating criteria:  NR

Parity (mean ( SD):  Intracervical, 1.3 ( 0.5; intravaginal, 1.4 ( 0.5

Bishop score (mean ( SD):  Intracervical, 2.6 ( 0.8; intravaginal, 2.6 ( 0.9

Other:  Indications for induction were as follows:

Postterm:  34% (40% intra-cervical, 28% intravaginal)

Pregnancy-induced hyper-

   tension:  31%

IUGR:  26%

Other:  9%


	1)  Apgar score < 7 at 1 minute

2)  Apgar score < 7 at 5 minutes

3)  Birthweight

4)  Forceps delivery

5)  Vacuum delivery

6)  C-sections

7)  Post-partum hemorrhage

8)  Time to delivery


	1)  Apgar score < 7 at 1 minute:

Intracervical:  3/50 (6%)

Intravaginal:  0/50

p = not significant

2)  Apgar score < 7 at 5 minutes:

Intracervical:  0/50

Intravaginal:  0/50

p = not significant

3)  Birthweight (mean ( SD):

Intracervical:  2823 ( 426 g

Intravaginal:  2833 ( 505 g

p = not significant

4)  Forceps delivery:

Intracervical:  2/50 (4%)

Intravaginal:  5/40 (10%)

p = not significant

5)  Vacuum delivery:

Intracervical:  8/50 (16%)

Intravaginal:  9/50 (18%)

p = not significant

6)  C-sections:

Intracervical:  3/50 (6%)

Intravaginal:  5/50 (10%)

p = not significant

7)  Post-partum hemorrhage:

Intracervical:  0/50

Intravaginal:  1/50 (2%)

p = not significant

8)  Time to delivery (mean ( SD):

Intracervical:  17.0 ( 8.6 hours

Intravaginal:  16.4 ( 8.6 hours

p = not significant


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  -

Interventions described:  +

Mode of delivery:  +

Sample size:  -

Statistical tests:  -

Gestational age:  +

Dating criteria:  -

Bishop score:  +

Results not reported separately for subgroup of patients induced for postterm pregnancy (34% of total study population).

Results not stratified by parity.

(continued on next page)

	
	
	
	
	
	

	Stenlund, Ekman, Aedo, et al., 1999


	Design:  RCT, randomization by table of random numbers and sealed envelope

Interventions:  

1)  Mifepristone 400 mg          (n = 24)

Protocol:  Bishop score, U/S, and, “in some cases,” Doppler performed before starting treatment.  Mifepristone 400 mg given as two tablets.  If labor did not start, patients returned to hospital at 24 and 48 hours for assessment of Bishop score and FHR monitoring (30 minutes).  If Bishop score ≥ 6 at 48 hours and no labor, then labor induced by amniotomy and oxytocin infusion.  If Bishop score < 6, then patient given PGE2 (0.5 mg) intracervically, repeated 12 hours later, if necessary.

2)  Placebo (n = 12)

Protocol:  Same as above, except that identical placebo substituted for mifepristone.

Dates:  NR

Location:  Stockholm, Sweden

Setting:  University hospital

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  36

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  36

Inclusion criteria:  Indication for induction; induction deferrable for 48 hours; Bishop score ≤ 5; single pregnancy in vertex presentation; intact membranes

Exclusion criteria:  Contraindication to vaginal delivery; oligohydramnios; prior uterine surgery; parity > 4; renal failure; hepatic disorder; adrenal insufficiency; blood-clotting disorder; anticoagulant or corticosteroid therapy during pregnancy

Age (mean ( SD):  Mifepristone, 27.4 ( 4.6; placebo, 30.3 ( 5.8

Race:  NR

Gestational age at entry (mean ( SD):  Both groups, 295 ( 4 days

Dating criteria:  U/S performed in week 16 or 17

Parity:  Mifepristone, 79% nulliparous; placebo, 58% nulliparous

Bishop score (median, with range):  Mifepristone, 3 (0 to 5); placebo, 3 (1 to 5)


	1)  Apgar scores

2)  Birthweight

3)  Umbilical pH

4)  Seizure requiring anticonvulsant treatment

5)  Time to onset of labor

6)  Percent in labor by 48 hours

7)  Labor or ripe cervix within 48 hours

8)  Need for PGE2:

9)  C-sections

10)  Vacuum extraction

11)  Duration of labor


	1)  Apgar scores:

Median Apgar scores were significantly (p < 0.05) lower at 1 minute in the mifepristone group, but did not differ between the two treatment groups at 5 or 10 minutes.  (Actual scores NR.)

2)  Birth weigh (mean ( SD):

Mifepristone:  3881 ( 323 g

Control:  3779 ( 438

(no p-value reported)

3)  Umbilical pH (mean ( SD):

Mifepristone (N = 21/24):  7.12 ( 0.15

Control:  7.19 ( 0.09

p = 0.08

4)  Seizure requiring anticonvulsant treatment:

Mifepristone:  1/24 (4%)

Control:  0

(no p-value reported)

5)  Time to onset of labor (median, with range):

Mifepristone:  24 hrs, 10 min (1 hr, 50 min to 94 hrs, 45 min)

Control:  52 hrs (11 hrs, 15 min to 94 hrs, 45 min)

(no p-value reported)

6)  Percent in labor by 48 hours (with 95% CI):

Mifepristone:  81.8% (65.7% to 97.9%)

Control:  27.3% (1.0% to 53.6%)

p < 0.05

7)  Labor or ripe cervix within 48 hours:

Mifepristone:  83.3%

Control:  41.7%

p = 0.008

8)  Need for PGE2:

Mifepristone:  17%

Control:  58%

p < 0.05

9)  C-sections (all for fetal distress):

Mifepristone:  17%

Control:  25%

p = not significant

10)  Vacuum extraction:

Mifepristone:  33%

Control:  8%

p = not significant

11)  Duration of labor (median):  

Mifepristone:  13 hrs, 39 min

Control:  8 hrs, 9 min

p = not significant


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  -

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  +

Bishop score:  +

Sample size discussed for primary outcome, but not for secondary outcomes

Sample size estimates based on proportion of women delivering within 48 hours and on change in Bishop score.

Large discrepancy in parity between two groups (more multiparas in mifepristone group).

Results not stratified by parity.

(continued on next page)

	
	
	
	
	
	

	Surbek, Boesiger, Hoesli, et al., 1997


	Design:  RCT, randomization performed by pharmacy using random-numbers table

Interventions:  

1)  Misoprostol (n = 50)

Protocol:  50-μg misoprostol gelatin capsule placed in posterior vaginal fornix.  If adequate contraction pattern not achieved, then further doses given at 6 hours, 24 hours, and 30 hours.  Patients not in labor at 48 hours received IV oxytocin.

2)  Oxytocin (n = 50)

Protocol:  Same as above, except that PGE2 3-mg capsules used instead of misoprostol.

Dates:  Jan-Nov 1995

Location:  Basel, Switzerland

Setting:  University hospital

Type(s) of providers:  Unspecified OB/GYN, residents, and midwives

Length of follow-up:  None


	No. of subjects at start:  103

Dropouts:  3 (excluded due to protocol violations)

Loss to follow-up:  NA

No. of subjects at end:  100

Inclusion criteria:  Bishop score 

≤ 5; reactive stress test; singleton vertex presentation; no labor

Exclusion criteria:  Fetal mal-presentation; C-section or other prior uterine surgery; contra-indications to prostaglandins

Age (mean ( SD):  Misoprostol, 28.8 ( 5.4; PGE2, 30.4 ( 4.7

Race:  NR

Gestational age at entry (mean ( SD):  Misoprostol, 40 ( 1.63 weeks; PGE2, 40 ( 2.0  

Dating criteria:  NR

Parity: Misoprostol, 60% nulliparous; PGE2, 50% nulliparous

Bishop score (mean ( SD):  Misoprostol, 2.4 ( 1.35; PGE2, 3.0 ( 1.64  

Other:  Indications for induction:

PROM:  37%

Postterm:  32%

IUGR/oligohydramnios:  14%

Hypertensive disorder:  6%

Diabetes mellitus:  6%

Psychosocial:  5%
	1)  Apgar score < 7 at 1 minute

2)  Apgar score < 7 at 5 minutes

3)  Birthweight

4)  Cord arterial pH

5)  Admission to NICU

6)  Vaginal operative delivery

7)  C-sections


	1)  Apgar score < 7 at 1 minute:

Misoprostol:  4/50 (8%)

PGE2:  6/50 (12%)

p = not significant

2)  Apgar score < 7 at 5 minutes:

Misoprostol:  0/50

PGE2:  0/50

p = not significant

3)  Birthweight (mean ( SD):

Misoprostol:  3360 ( 602 g

PGE2:  3419 ( 659 g

p = not significant

4)  Cord arterial pH (mean ( SD):

Misoprostol:  7.25 ( 0.09

PGE2:  7.23 ( 0.09

p = not significant

5)  Admission to NICU:

Misoprostol:  0/50

PGE2:  3/50 (6%)

p = not significant

6)  Vaginal operative delivery:

Misoprostol:  10/50 (20%)

PGE2:  6/50 (12%)

p = not significant

7)  C-sections:

Misoprostol:  6/50 (12%)

PGE2:  7/50 (14%)

p = not significant


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  -

Interventions described:  +

Mode of delivery:  -

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  -

Bishop score:  +

Results not reported separately for subgroup of patients induced for postterm pregnancy (32% of total study population).

Results not stratified by parity.

Tachysystole less common in PGE2 group (8% vs. 14%), but difference not significant.

Sample size estimates based on proportion of patients delivering within 24 hours.

	
	
	
	
	
	

	Toppozada, Anwar, Hassan, et al., 1997


	Design:  RCT, randomization by computer-generated table of random numbers

Interventions:  

1)  Vaginal misoprostol          (n = 20)

Protocol:  100-μg tablet applied intravaginally.  If positive response (3 contrac-tions/10 minutes, each lasting 45 seconds and inducing changes in the Bishop score), then dose repeated every 3 hours until cervix ≥ 5 cm.  If no response to first dose, then 100-μg dose repeated at 3 hours, and 200-μg dose given every 3 hours thereafter until positive response achieved (up to max of 1000 μg). 

2)  Oral misoprostol (n = 20)

Protocol:  Same as above, except that tablets admini-stered orally and second dose (rather than third) doubled if no response to first.

In both groups, AROM performed and oxytocin given when cervix ≥ 5 cm.

Dates:  NR

Location:  Alexandria, Egypt

Setting:  University hospital

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  40

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  40

Inclusion criteria:  Indication for induction (diabetes, pregnancy-induced hypertension, or postdates); gestational age 37-42 weeks; single viable pregnancy; vertex presentation; Bishop 

score ≤ 4

Exclusion criteria:  Contra-indication to induction or prostaglandins

Age (mean ( SD):  Vaginal, 27.5 ( 4.51; oral, 29.15 ( 5.40

Race:  NR

Gestational age at entry (mean ( SD):  Vaginal, 40.30 ( 1.87 weeks; oral, 40.85 ( 1.57 weeks

Dating criteria:  NR

Parity (mean ( SD):  Vaginal, 0.80 ( 0.95; oral, 1.25 ( 1.16

Bishop score (mean ( SD):  Vaginal, 2.25 ( 1.69; oral, 1.85 ( 1.39

Other:  Indications for induction were diabetes, pregnancy-induced hypertension, or postdates.  Proportion of patients in each category not reported.


	1)  Forceps deliveries

2)  Vacuum deliveries

3)  C-sections


	1)  Forceps deliveries:

Vaginal:  1/20 (5%)

Oral:  0/20

(no p-value reported)

2)  Vacuum deliveries:

Vaginal:  3/20 (15%)

Oral:  2/20 (10%)

(no p-value reported)

3)  C-sections:

Vaginal:  2/20 (10%)

Oral:  4/20 (20%)

(no p-value reported)


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  -

Interventions described:  -

Mode of delivery:  +

Sample size:  -

Statistical tests:  +

Gestational age:  +

Dating criteria:  -

Bishop score:  +

Proportion of patients who were induced for postterm pregnancy not reported.  No separate results reported for this subgroup.

Significantly higher incidence of uterine activity and FHR tracing abnormalities in vaginal group.



	
	
	
	
	
	

	Varaklis, Gumina, and Stubble-field, 1995


	Design:  RCT, randomization by table of random numbers and sealed envelopes

Interventions:  

1)  Misoprostol (n = 36)

Protocol:  25 μg given intravaginally every 2 hours for a maximum of 6 doses or until patient experience 3 contractions per 10 minutes.

2)  PGE2 gel (n = 33)

Protocol:  0.5 mg placed intracervically.  Second dose given after 6 hours if patient not having 3 contractions per 10 minutes.

In both groups, no further agents were administered once contraction rate reached 3 per 10 minutes.  Oxytocin started 12 hours after first dose of induction agent if patient not in active labor.  AROM performed at 3 cm.

Dates:  NR

Location:  Portland, ME

Setting:  University hospital

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  80

Dropouts:  11

Loss to follow-up:  NA

No. of subjects at end:  6

Inclusion criteria:  Medical indication for induction

Exclusion criteria:  Severe oligohydramnios; nonreactive stress test; prior uterine surgery; malpresentation; multiple gestation; > 3 contractions per 10 minutes; Bishop score > 5

Age (mean (  SD):  Misoprostol, 26.75 ( 5.95; PGE2, 38.96 ( 1.89

Race:  NR

Gestational age at entry (mean ( SD):  Misoprostol, 39.52 ( 2.4 weeks; PGE2, 38.96 ( 1.89 weeks

Dating criteria:  Last menstrual period

Parity (mean ( SD):  Misoprostol, 0.44 ( 0.70; PGE2, 0.67 ( 1.34

Bishop score:  Median, 3 in both groups

Other:  Reasons for induction not described in detail.  Investigators stated that “the reasons for induction, most frequently prolonged pregnancy, were similar in both groups.”

 
	1)  Apgar score < 7 at 1 minute

2)  Apgar score < 7 at 5 minutes

3)  Birthweight

4)  Cord arterial pH

5)  Assisted vaginal deliveries

6)  C-sections

7)  Time to vaginal delivery


	1)  Apgar score < 7 at 1 minute:

Misoprostol:  7/36 (19%)

PGE2 gel:  7/33 (21%)

p = 0.855

2)  Apgar score < 7 at 5 minutes:

Misoprostol:  1/36 (3%)

PGE2 gel:  1/33 (3%)

p = 1.000

3)  Birthweight (mean ( SD):

Misoprostol:  3.2 ( 0.84 kg

PGE2 gel:  3.33 ( 0.72 kg

p = 0.505

4)  Cord arterial pH (mean ( SD):

Misoprostol:  7.31 ( 0.05

PGE2 gel:  7.30 ( 0.08

p = 0.632

5)  Assisted vaginal deliveries:

Misoprostol:  6/36 (17%)

PGE2 gel:  11/33 (33.3%)

(no p-value reported)

6)  C-sections:

Misoprostol:  8/36 (22%)

PGE2 gel:  3/33 (9%)

(no p-value reported)

7)  Time to vaginal delivery (mean ( SD):

Misoprostol:  15.7 ( 8.1 hours

PGE2 gel:  20.7 ( 8.1 hours

p = 0.023


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  -

Interventions described:  +

Mode of delivery:  -

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  +

Bishop score:  +

Proportion of patients who were induced for postterm pregnancy not reported.  No separate results reported for this subgroup.

Results not stratified by parity.

Study underpowered to detect differences in categorical outcomes.



	Voss, Cumminsky, Cook, et al., 1996


	Design:  RCT, randomization by computer-generated random number tables

Interventions:  

1)  PGE2 gel (0.125 mg)        (n = 79)

Protocol:  FHR and contractions monitored for 30 min before treatment, and Bishop score assessed.  Gel (2 ml) inserted into cervix at level of internal cervical os.  Monitoring continued for 4 hours after insertion.  If no labor and Bishop score ≤ 6 at end of 4-hour monitoring period, then second dose of gel instilled, followed by 4 more hours of monitoring.  Subsequent management of labor by attending physician and resident staff.

2)  PGE2 gel (0.25 mg)          (n = 70)

Protocol:  Same as above, but with 0.25-mg dosage.

3)  PGE2 gel (0.5 mg) (n = 80)

Protocol:  Same as above, but with 0.5-mg dosage.

Dates:  July 1991 - May 1993

Location:  Louisville, KY

Setting:  University hospital and community hospital (2 sites)

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  291

Dropouts:  62 (excluded due to protocol violations)

Loss to follow-up:  NA

No. of subjects at end:  229

Inclusion criteria:  Bishop score 

≤ 4; induction required

Exclusion criteria:  Noncephalic presentation; previous vertical C-section; heavy vaginal bleeding; placenta previa; spontaneous labor; abnormal FHR tracing; maternal asthma or glaucoma; history of hypersensitivity to prostaglandin

Age (mean, with 95% CI):  

0.125 mg:  25.3 (24.1 to 26.6)

0.25 mg:  25.4 (23.9 to 27.0)

0.5 mg:  26.2 (24.6 to 27.8)

Race:  NR

Gestational age at entry (mean, with 95% CI):  

0.125 mg:  39.3 weeks (38.8 to 39.9); 29/79 (37%) “postdates”

0.25 mg:  38.5 weeks (37.3 to 39.6); 21/70 (30%) “postdates”

0.5 mg:  39.4 weeks (38.8 to 40.0); 21/80 (26%)

Dating criteria:  NR

Parity:  

0.125 mg:  61% nulliparous

0.25 mg:  60% nulliparous

0.5 mg:  69% nulliparous

Bishop score:  NR


	1)  FHR abnormality

2)  C-sections

3)  Change in Bishop score

4)  Hyperstimulation

5)  Time to a) active phase of labor, b) complete dilatation, and c) delivery (survival analysis)


	1)  FHR abnormality:

0.125 mg:  21.8%

0.25 mg:  29.9%

0.5 mg:  24.7%

p = not significant

2)  C-sections:

0.125 mg:  40.8%

0.25 mg:  40.8%

0.5 mg:  36.8%

p = not significant

3)  Change in Bishop score (mean):

0.125 mg:  2.08

0.25 mg:  1.43

0.5 mg:  1.94

p = not significant

4)  Hyperstimulation:

0.125 mg:  7.7%

0.25 mg:  11.9%

0.5 mg:  10.4%

p = not significant

5)  Time to a) active phase of labor, b) complete dilatation, and c) delivery:

Survival analysis showed no significant differences among the three groups for these outcomes.
	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  -

Interventions described:  +

Mode of delivery:  -

Sample size:  -

Statistical tests:  +

Gestational age:  +

Dating criteria:  -

Bishop score:  +

Results not stratified by parity.



	Wing, Fassett, and Mishell, 2000


	Design:  RCT, randomization by computer-generated random number sequence and sealed envelopes

Interventions:  

1)  Mifepristone (n = 97)

Protocol:  Mifepristone 200 mg given by mouth.  Patient re-examined in 24 hours.  If Bishop score ≥ 7, then labor induced using oxytocin.  If Bishop score < 7, FHR tracing reactive, and no contractions, then patient given 25 μg misoprostol intravaginally.  Misoprostol repeated every 4 hours until adequate labor established or 24 hours elapsed (maximum 6 doses or 150 μg).  Oxytocin used if no active labor after maximum misoprostol dose and for failure to progress in active phase of labor.  Oxytocin infused by pump at an initial dose of 1 mU/minute, with incremental increases every 30 minutes to a maximum dose of 22 mU/minute.

2)  Placebo (n = 83)

Protocol:  Same as above, but with placebo rather than mifepristone

Dates:  Mar 1997 - Jan 1999

Location:  Los Angeles, CA

Setting:  University hospital 

(2 sites)

Type(s) of providers:  

Maternal and family medicine

Length of follow-up:  None


	No. of subjects at start:  180

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  180

Inclusion criteria:  Singleton pregnancy; vertex presentation; reactive NST; intact membranes; gestational age > 41 weeks; maternal age > 18

Exclusion criteria:  Bishop score 

≥ 7; cervix > 3 cm dilated; > 9 contractions per hour; estimated fetal weight < 2000 g or > 4500 g; evidence of cephalopelvic disproportion; placenta previa; unexplained vaginal bleeding; active genital herpes simplex; previous C-section or uterine surgery; chorioamnionitis; parity 

≥ 6; pre-existing moderate or severe disease; contraindications to prostaglandins

Age (mean ( SD):  Mifepristone, 27.2 ( 5.9; placebo, 25.8 ( 5.4

Race:  NR

Gestational age at entry (mean ( SD):  Mifepristone, 41.4 ( 0.4 weeks; placebo, 41.4 ( 0.4 weeks

Dating criteria:  1) LMP confirmed by physical exam at 20 weeks or U/S no later than 26 weeks; or 2) U/S no later than 26 weeks

Parity (mean ( SD):  Mifepristone, 1.5 ( 1.4, 26% nulliparous; 

placebo, 1.1 ( 1.2, 40% nulliparous

Bishop score (median, with range):  Mifepristone, 2 (0 to 6); placebo, 3 (0 to 6)


	1)  Apgar score < 7 at 1 minute

2)  Apgar score < 7 at 5 minutes

3)  Abnormal FHR pattern

4)  Birthweight

5)  Admission to NICU

6)  Length of stay in NICU

7)  Plasma glucose, day 1

8)  Plasma glucose, day 2

9)  C-sections

10) Chorioamnionitis

11)  Vaginal delivery in 24 hours

12)  Vaginal delivery in 48 hours

13)  Time to delivery

14)  Time to active labor


	1)  Apgar score < 7 at 1 minute:

Mifepristone:  15/97 (15.5%)

Placebo:  7/83 (8.4%)

p = 0.44

2)  Apgar score < 7 at 5 minutes:

Mifepristone:  2/97 (2%)

Placebo:  0

p = 0.54

3)  Abnormal FHR pattern:

Mifepristone:  18/97 (18.6%)

Placebo:  6/83 (7.2%)

p = 0.34

4)  Birthweight (mean ( SD)

Mifepristone:  3676.57 ( 417.5 g

Placebo:  3693.34 ( 501.8

p = 0.81

5)  Admission to NICU:

Mifepristone:  13/97 (13.4%)

Placebo:  11/83 (13.3%)

p = 0.98

6)  Length of stay in NICU (mean ( SD):

Mifepristone (n = 13):  5.5 ( 3.5 days

Placebo (n = 11):  6.0 ( 4.1 days

p = 0.78

7)  Plasma glucose, day 1 (mean ( SD):

Mifepristone:  64.8 ( 19.5 mg/dL

Placebo:  66.5 ( 21.1 mg/dL

p = 0.68

8)  Plasma glucose, day 2 (mean ( SD):

Mifepristone:  66.4 ( 19.5 mg/dL

Placebo:  71.3 ( 23.1 mg/dL

p =0.28

9)  C-sections:

Mifepristone:  9/97 (9.3%)

Placebo:  18/83 (21.7%)

p = 0.02

10) Chorioamnionitis:

Mifepristone:  15/97 (15.5%)

Placebo:  18/83 (21.7%)

p = 0.28

11)  Vaginal delivery in 24 hours:

Mifepristone:  12/88 (13.6%)

Placebo:  7/65 (10.8%)

p = 0.60

12)  Vaginal delivery in 48 hours:

Overall:

Mifepristone:  77/88 (87.5%)

Placebo:  46/65 (70.8%)

p = 0.01

Among nulliparas:

Mifepristone:  15/25 (60.0%)

Placebo:  10/34 (29.4%)

(no p-value reported)

Among multiparas:

Mifepristone:  62/72 (86.1%)

Placebo:  36/49 (73.5%)

(no p-value reported)

13)  Time to delivery (mean ( SD):

Overall:

Mifepristone:  2209 ( 698 minutes

Placebo:  2671 ( 884 minutes

p < 0.001

Among nulliparas:

Mifepristone (n = 25):  2426 ( 804 minutes

Placebo (n = 34):  3169 ( 875 minutes

p = 0.002

Among multiparas:

Mifepristone (n = 72):  2129 ( 644 minutes

Placebo (n = 49):  2326 ( 714 minutes

p = 0.16

14)  Time to active labor (mean ( SD):

Mifepristone:  1890 ( 668 minutes

Placebo:  2303 ( 806 minutes

p = 0.002


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  -

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  +

Bishop score:  +

Sample size based on proportion of patients delivering within 48 hours.

(continued on next page)

(continued on next page)

	
	
	
	
	
	

	Wing, Jones, Rahall, et al., 1995


	Design:  RCT, randomization by table of random numbers and sealed envelopes

Interventions:  

1)  Misoprostol (n = 68)

Protocol:  Misoprostol 50 μg applied intravaginally to posterior fornix.  Dose repeated every 3 hours until adequate contraction pattern established (3 contractions in 10 minutes), Bishop score ≥ 8, dilation ≥ 3 cm, or SROM occurred.  Maximum dose  300 μg or 6 doses

2)  PGE2 gel (n = 67)

Protocol:  PGE2 gel (0.5 mg) applied intracervically every 6 hours as necessary to a maximum of 3 doses.

In both groups, artifical rupture of the membranes generally performed when the cervix was 80% effaced and 3 cm dilated.  If patient did not enter active labor after receiving maximum dose, had SROM without ensuing adequate contractile pattern, or had an arrest of dilatation, then IV oxytocin augmentation given (3 hours after last dose of misoprostol or ≥ 6 hours after last dose of PGE2).

Dates:  Oct –Nov 1993

Location:  Los Angeles, CA

Setting:  University hospital

Type(s) of providers:  NR

Length of follow-up:  None


	No. of subjects at start:  135

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  135

Inclusion criteria:  Medical or obstetric indication for induction; singleton gestation; cephalic presentation; intact membranes; Bishop score ≤ 4; reactive NST; < 4 spontaneous uterine contractions per hour

Exclusion criteria:  Abnormal FHR patterns; malpresentation; estimated fetal weight > 4500 g or other evidence of cephalopelvic disproportion; ruptured membranes; placenta previa or other unexplained vaginal bleeding; vasa previa; active herpes simplex infection; contraindication to prostaglandins; renal or hepatic dysfunction; suspected chorioamnionitis; previous C-section or history of uterine surgery; parity > 5

Age (mean ( SD):  Misoprostol, 24.9 ( 6.9; PGE2, 26.4 ( 6.9

Race:  NR

Gestational age at entry (mean ( SD):  Misoprostol, 39.9 ( 2.3 weeks; PGE2, 40.3 ( 1.9 weeks

Dating criteria:  NR

Parity:    Misoprostol
PGE2
Nullip

52%

 48%

Primip

16%

 19%

Multip

32%

 33%

Bishop score (median, with range):  Misoprostol, 2 (0-4); PGE2, 2 (0-4)

Other:  Indications for induction:

Oligohydramnios:  58%

Preeclampsia:  14%

Postterm:  10%

Macrosomia:  7%

Abnormal antepartum testing:  3%

Rh sensitization:  2%

IUGR:  1%

Diabetes mellitus:  1%

Chronic hypertension:  1%

Other:  3%


	1)  Apgar score < 7 at 1 minute

2)  Apgar score < 7 at 5 minutes

3)  Birthweight

4)  Meconium aspiration syndrome

5)  Admission to NICU

6)  Neonatal resuscitation

7)  Forceps delivery

8)  Vacuum delivery

9)  C-sections (overall and by indication)

10)  Time to delivery

11)  Vaginal delivery in 24 hours

12)  Tachysystole

13)  Hyperstimulation


	1)  Apgar score < 7 at 1 minute:

Misoprostol:  9/68 (13.2%)

PGE2:  6/67 (9.0%)

p = not significant

2)  Apgar score < 7 at 5 minutes:

Misoprostol:  1/68 (1.5%)

PGE2:  0/67

p = not significant

3)  Birthweight (mean ( SD):

Misoprostol:  3273.5 ( 522.4 g

PGE2:  3356.0 ( 523.0 g

p = not significant

4)  Meconium aspiration syndrome:

Misoprostol:  3/68 (4.4%)

PGE2:  1/67 (1.5%)

p < 0.05

5)  Admission to NICU:

Misoprostol:  13/68 (9.6%)

PGE2:  11/67 (8.1%)

p = not significant

6)  Neonatal resuscitation:

Misoprostol:  15/68 (22.1%)

PGE2:  5/67 (7.5%)

p < 0.05

7)  Forceps delivery:

Misoprostol:  2/68 (2.9%)

PGE2:  2/67 (3.0%)

p = not significant

8)  Vacuum delivery:

Misoprostol:  5/68 (7.4%)

PGE2:  6/67 (8.9%)

p = not significant

9)  C-sections:

Overall:

Misoprostol: 10/68 (14.7%)

PGE2:  13/67 (19.4%)

p = not significant

For arrest disorder:

Misoprostol:  6/68 (8.8%)

PGE2:  7/67 (10.4%)

(no p-value reported)

For failed induction:
Misoprostol:  3/68 (4.4%)

PGE2:  5/67 (7.5%)

(no p-value reported)

For fetal distress:
Misoprostol:  1/68 (1.5%)

PGE2:  1/67 (1.5%)

(no p-value reported)

10)  Time to delivery (mean ( SD):

Any delivery:

Misoprostol:  1100.9 ( 751.4 minutes

PGE2:  1592.6 ( 927.5 minutes

p < 0.001

Vaginal delivery:

Misoprostol:  903.3 ( 482.1 minutes

PGE2:  1410.9 ( 869.1 minutes

p < 0.001

11)  Vaginal delivery in 24 hours:

Misoprostol:  48/68 (70.6%)

PGE2:  32/67 (47.8%)

p < 0.01

12)  Tachysystole:

Misoprostol:  25/68 (36.7%)

PGE2:  8/67 (11.9%)

p < 0.001

13)  Hyperstimulation

Misoprostol:  5/68 (7.4%)

PGE2:  2/67 (3.0%)

p = not significant


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  -

Interventions described:  +

Mode of delivery:  +

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  -

Bishop score:  +

Results not reported separately for subgroup of patients induced for postterm pregnancy (10% of total study population).

Results not stratified by parity.

Sample size estimates based on proportion of patients achieving “adequate labor pattern” and proportion undelivered at 24 hours.

Study underpowered to detect differences in categorical variables (e.g., tachysystole).

(continued on next page)

	Wing, Ortiz-Omphroy, and Paul, 1997


	Design:  RCT, randomization by computer-generated random numbers and sealed envelopes 

Interventions:  

1)  PGE2 (n = 98)

Protocol:  10-mg vaginal insert place in posterior fornix.  Drug released at rate of 0.3 mg per hour.  Insert removed if active labor (dilation ≥ 4 cm), SROM, Bishop score ≥ 8, cervical dilation ≥ 3 cm, uterine contraction abnormality (tachysystole, hypertonus, or hyperstimulation), abnormal FHR activity, or after 24 hours.

2)  Misoprostol (n = 99)

Protocol:  25 μg placed in posterior vaginal fornix every 4 hours until adequate contraction pattern established (3 contractions in 10 minutes), Bishop score ≥ 8, dilation ≥ 3 cm, SROM occurred, or 24 hours passed.  Maximum dose 150 μg, or 6 doses.

In both groups, AROM generally performed when cervix 80% effaced and 3 cm dilated, or when dilatation > 4 cm regardless of effacement.  Patients who did not enter labor after maximum dose, or had SROM without adequate labor pattern, or arrest of dilatation received oxytocin augmentation.

Dates:  Oct 1995 - June 1996

Location:  Los Angeles, CA

Setting:  University hospital

Type(s) of providers:  Unspecified OB/GYN; senior residents

Length of follow-up:  None


	No. of subjects at start:  200

Dropouts:  3 (excluded from analysis due to protocol violation)

Loss to follow-up:  NA

No. of subjects at end:  197

Inclusion criteria:  Medical or obstetric indication for induction; singleton gestation; cephalic presentation; intact membranes; Bishop score ≤ 4; reactive FHR pattern; < 8 spontaneous uterine contractions per hour

Exclusion criteria:  Abnormal FHR pattern; malpresentation; estimated fetal weight > 4500 g or other evidence of cephalopelvic disproportion; ruptured membranes; placenta previa or other unexplained vaginal bleeding; vasa previa; active herpes simplex infection; contraindications to prostaglandins; renal or hepatic dysfunction; suspected chorioamnionitis; previous C-section or other uterine surgery; parity > 5

Age:  “Similar” in two groups

Race:  97% Hispanic, equally distributed between the two groups

Gestational age at entry (mean ( SD):  PGE2, 39.2 ( 2.3 weeks; misoprostol, 29.5 ( 2.4 weeks

Dating criteria:  NR

Parity:  “Similar” in the two groups

Bishop score (median, with range):  2 (0-4) in both groups

Other:  Indications for induction:

Oligohydramnios:  43%

Preeclampsia:  25%

Postterm:  13%

Macrosomia:  6%

Diabetes mellitus:  7.5%

IUGR:  3.5%

Chronic hypertension:  1%

Other:  1%


	1)  Apgar score < 7 at 1 minute

2)  Apgar score < 7 at 5 minutes

3)  Birthweight

4)  Neonatal resuscitation

5)  Admission to NICU

6)  C-sections

7)  Cost of study medication (per dose)

8)  Vaginal delivery within 12 and 24 hours


	1)  Apgar score < 7 at 1 minute:

PGE2:  11/98 (11.2%)

Misoprostol:  9/99 (9.1%)

p = 0.29

2)  Apgar score < 7 at 5 minutes:

PGE2:  0/98

Misoprostol:  0/99

p = not significant

3)  Birthweight (mean ( SD):

PGE2:  3264.6 ( 592.3 g

Misoprostol:  3305.8 ( 549.3 g

p = 0.61

4)  Neonatal resuscitation:

PGE2:  25/98 (25.5%)

Misoprostol:  29/99 (29.3%)

p = 0.55

5)  Admission to NICU:

PGE2:  27/98 (27.6%)

Misoprostol:  30/99 (30.3%)

p = 0.67

6)  C-sections:

PGE2:  20/98 (20.4%)

Misoprostol:  18/99 (18.2%)

p = not significant

7)  Cost of study medication (per dose):

PGE2:  $135 per insert

Misoprostol:  $0.08 per 25-μg dose

(no p-value reported)

8)  Vaginal delivery:

Within 12 hours:

PGE2:  19/98 (19.4%)

Misoprostol:  20/99 (20.2%)

p = not significant

Within 24 hours:

PGE2:  45/98 (45.9%)

Misoprostol:  51/99 (51.5%)

p = not significant


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  -

Interventions described:  +

Mode of delivery:  +

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  -

Bishop score:  +

Results not reported separately for subgroup of patients induced for postterm pregnancy (13% of total study population).

Results not stratified by parity.

Sample size based on proportion delivering within 12 hours.

Tachysystole was less frequent with misoprostol than with PGE2 (7.1% vs. 18.4%,    p = 0.02).

(continued on next page)

	Wing and Paul, 1996


	Design:  RCT, randomization by computer-generated random numbers and sealed envelopes 

Interventions:  

1)  Misoprostol, 3-hour dosing regimen (n = 261)

Protocol:  Misoprostol 25 μg applied in posterior vaginal fornix every 3 hours until adequate contraction pattern established (3 contractions in 10 minutes), Bishop score ≥ 8, dilation ≥ 3 cm, SROM occurred, or 24 hours passed.  Maximum dose 200 μg, or 8 doses.

2)  Misoprostol, 6-hour dosing regimen (n = 259)

Protocol:  Same as above except dosing repeated every 6 hours to a maximum of 100 μg, or 4 doses.

In both groups, AROM generally performed when cervix 80% effaced and 3 cm dilated, or when dilatation > 4 cm regardless of effacement.  Patients who did not enter labor after maximum dose, or had SROM without adequate labor pattern, or arrest of dilatation received oxytocin augmentation.

Dates:  Oct 1994 - July 1995

Location:  Los Angeles, CA

Setting:  University hospital

Type(s) of providers:  MFM, senior resident

Length of follow-up:  None


	No. of subjects at start:  522

Dropouts:  2 (excluded from analysis due to protocol violation)

Loss to follow-up:  NA

No. of subjects at end:  520

Inclusion criteria:  Medical or obstetric indication for induction; singleton pregnancy; cephalic presentation; intact membranes; Bishop score ≤ 4; reactive FHR pattern; < 8 spontaneous uterine contractions per hour

Exclusion criteria:  Abnormal FHR pattern; malpresentation; estimated fetal weight > 4500 g or other evidence of cephalopelvic disproportion; ruptured membranes; placenta previa or other unexplained vaginal bleeding; vasa previa; active herpes simplex infection; contraindications to prostaglandins; renal or hepatic dysfunction; suspected chorioamnionitis; previous C-section or other uterine surgery; parity > 5

Age:  “Similar” in two groups

Race:  96% Hispanic, equally distributed between the two groups

Gestational age at entry (mean ( SD):  3-hour dosing, 39.6 ( 2.3 weeks; 6-hour dosing, 39.5 ( 2.3 weeks

Dating criteria:  NR

Parity:  “Similar” in two groups

Bishop score:  Median, 2 in both groups (range NR)

Other:  Indications for induction:

Oligohydramnios:  49%

Preeclampsia:  17%

Postterm:  13%

Macrosomia:  5%

Abnormal antepartum testing:  5%

Diabetes mellitus:  5%

IUGR:  2%

Chronic hypertension:  0.6%

Rh sensitization:  0.2%

Other:  3%


	1)  Apgar score < 7 at 1 minute

2)  Apgar score < 7 at 5 minutes

3)  Birthweight

4)  Neonatal resuscitation

5)  Admission to NICU

6)  Instrumental vaginal delivery

7)  C-sections

8)  Maternal adverse events

9)  Tachysystole

10)  Time to vaginal delivery

11)  Vaginal delivery within 24 hours


	1)  Apgar score < 7 at 1 minute:

3-hour dosing:  31/261 (13%)

6-hour dosing:  34/259 (13%)

p = not significant

2)  Apgar score < 7 at 5 minutes:

3-hour dosing:  3/261 (1.5%)

6-hour dosing:  4/259 (1.5%)

p = not significant

3)  Birthweight (mean ( SD):

3-hour dosing:  3273 ( 565.4 g

6-hour dosing:  3267.6 ( 554.1

p = not significant

4)  Neonatal resuscitation:

3-hour dosing:  90/261 (34.5%)

6-hour dosing:  83/259 (32.0%)

p = not significant

5)  Admission to NICU:

3-hour dosing:  61/261 (23.4%)

6-hour dosing:  54/259 (20.8%)

p = not significant

6)  Instrumental vaginal delivery:

3-hour dosing:  16/261 (6%)

6-hour dosing:  17/259 (6.5%)

p = not significant

7)  C-sections:

3-hour dosing:  53/261 (20.3%)

6-hour dosing:  55/259 (21.3%)

p = not significant

8)  Maternal adverse events (treatment groups not specified):

One maternal death from amniotic fluid embolism, 2 cesarean hysterectomies performed for vaginal hemorrhage resulting from uterine atony.

9)  Tachysystole:

3-hour dosing:  38/261 (14.6%)

6-hour dosing:  29/259 (11.2%)

p = not significant

10)  Time to vaginal delivery (mean ( SD):

3-hour dosing:  903.3 ( 482.1 minutes

6-hour dosing:  1410.9 ( 869.1 minutes

p < 0.05

11)  Vaginal delivery within 24 hours:

3-hour dosing:  133/261 (63.9%)

6-hour dosing:  113/259 (55.4%)

p = not significant


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  -

Interventions described:  +

Mode of delivery:  +

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  -

Bishop score:  +

Results not reported separately for subgroup of patients induced for postterm pregnancy (13% of total study population).

Results not stratified by parity.

Sample size estimates based on equivalence in tachysystole.

(continued on next page)

	
	
	
	
	
	

	Wing, Rahall, Jones, et al., 1995


	Design:  RCT, randomization by table of random numbers and sealed envelopes

Interventions:  

1)  Misoprostol (n = 138)

Protocol:  Misoprostol 25-μg tablet applied intravaginally to posterior fornix.  Dose repeated every 3 hours until adequate contraction pattern established or until cervical ripening or SROM occurred.  Maximum dose = 200 μg, or   8 doses.

2)  PGE2 (n = 137)

Protocol:  PGE2 gel (0.5 mg) applied intracervically.  Dose repeated every 6 hours as necessary for a maximum of 3 doses.

Dates:  Feb-June 1994

Location:  Los Angeles, CA

Setting:  University hospital

Type(s) of providers:  Unspecified hospital

Length of follow-up:  None


	No. of subjects at start:  276

Dropouts:  1 (excluded from analysis due to protocol violation)

Loss to follow-up:  NA

No. of subjects at end:  275

Inclusion criteria:  Medical or obstetric indication for induction; singleton gestation; cephalic presentation; intact membranes; Bishop score ≤ 4; reactive NST; < 4 spontaneous uterine contractions per hour

Exclusion criteria:  Abnormal FHR patterns; malpresentation; estimated fetal weight > 4500 g or other evidence of cephalopelvic disproportion; ruptured membranes; placenta previa or other unexplained vaginal bleeding; vasa previa; active herpes simplex infection; contraindication to prostaglandins; renal or hepatic dysfunction; suspected chorioamnionitis; previous C-section or history of uterine surgery; parity > 5

Age (mean ( SD):  Misoprostol, 25.8 ( 6.2; PGE2, 26.2 ( 6.5

Race:  Both groups 95% Hispanic

Gestational age at entry (mean ( SD):  Misoprostol, 39.7 ( 2.3 weeks; PGE2, 40.0 ( 2.4 weeks

Dating criteria:  NR

Parity:  

Miso

PGE2
Nullip

47%

47%

Primip

18%

23%

Multip

35%

30%

Bishop score:  NR

Other:  Indications for induction:

Oligohydramnios:  40%

Preeclampsia:  23%

Postterm:  16%

Macrosomia:  10%

Diabetes mellitus:  5%

Abnormal antepartum testing:  2%

Chronic hypertension:  2%

IUGR:  2%

Other:  1%


	1)  Apgar score < 7 at 1 minute

2)  Apgar score < 7 at 5 minutes

3)  Birthweight

4)  Admission to NICU

5)  Neonatal resuscitation

6)  Forceps delivery

7)  Vacuum delivery

8)  C-sections (overall and by indication)

9)  Cost of study medication per dose

10)  Time to vaginal delivery

11)  Vaginal delivery within 24 hours


	1)  Apgar score < 7 at 1 minute:

Misoprostol:  15/138 (11%)

PGE2:  9/137 (7%)

p = not significant

2)  Apgar score < 7 at 5 minutes:

Misoprostol:  0/138

PGE2:  0/137

p = not significant

3)  Birthweight (mean ( SD):

Misoprostol:  3269.7 ( 587.5 g

PGE2:  3395.0 ( 607.4 g

p = not significant

4)  Admission to NICU:

Misoprostol:  17/138 (12%)

PGE2:  23/137 (17%)

p = not significant

5)  Neonatal resuscitation:

Misoprostol:  44/138 (32%)

PGE2:  43/137 (31%)

p = not significant

6)  Forceps delivery:

Misoprostol:  4/138 (3%)

PGE2:  8/137 (6%)

(no p-value reported)

7)  Vacuum delivery:

Misoprostol:  5/138 (4%)

PGE2:  11/237 (8%)

(no p-value reported)

8)  C-sections:

Overall:

Misoprostol:  28/138 (20%)

PGE2:  38/137 (28%)

p = not significant

For abnormal FHR:

Misoprostol:  9/138 (6.5%)

PGE2:  4/137 (3%)

(no p-value reported)

For failed induction:

Misoprostol:  4/138 (3%)

PGE2:  27/137 (20%)

(no p-value reported)

For arrest disorder:

Misoprostol:  15/138 (11%)

PGE2:  7/137 (5%)

(no p-value reported)

9)  Cost of study medication per dose:

Misoprostol:  $0.08

PGE2:  $75.00

(no p-value reported)

10)  Time to vaginal delivery (mean ( SD):

Misoprostol:  1323.0 ( 844.4 minutes

PGE2:  1532.4 ( 706.5 minutes

p < 0.05

11)  Vaginal delivery within 24 hours

Misoprostol:  72/138 (65.5%)

PGE2:  41/137 (41.4%)

p < 0.01


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  +

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  -

Bishop score:  +

Results not reported separately for subgroup of patients induced for postterm pregnancy (16% of total study population).

Results not stratified by parity.

Sample size estimate based on proportion delivering within 24 hours.

(continued on next page)

	Wiriya-sirivaj, Vutya-vanich, and Ruangsri, 1996


	Design:  RCT, randomization by table of random numbers

Interventions:  

1)  Membrane stripping         (n = 61)

Protocol:  Membranes stripped by digital separation from lower uterine segment as far as possible.  Unfavorable cervixes stretched digitally as far as possible or until stripping could be accomplished.  Repeated weekly until labor or 42 completed weeks’ gestation.  If no labor at 42 weeks, then labor induced with prostaglandin suppository or oxytocin drip.  

2)  Pelvic exam (control)       (n = 59)

Protocol:  Pelvic exam to assess Bishop score only. Repeated weekly until labor or 42 completed weeks’ gestation.  If no labor at 42 weeks, then labor induced with prostaglandin suppository or oxytocin drip.  

Dates:  Oct-Nov 1994

Location:  Chiang Mai, Thailand

Setting:  University hospital

Type(s) of providers:  Unspecified OB/GYN

Length of follow-up:  None


	No. of subjects at start:  120

Dropouts:  0

Loss to follow-up:  NA

No. of subjects at end:  120

Inclusion criteria:  Gestational age 38 weeks; vertex presentation; no size-date discrepancy; no placenta previa or low-lying placenta; ability to attend follow-up visits; intention to deliver at study hospital

Exclusion criteria:  Previous C-section; known medical or surgical or obstetric complication that would preclude vaginal delivery; high risk

Age (mean ( SD):  Stripping, 25.6 ( 4.9; control, 26.2 ( 4.9

Race:  NR

Gestational age at entry:  38 weeks

Dating criteria:  LMP; early assessment of uterine size; or U/S before 28 weeks

Parity:  Both groups, 56% primigravidae

Bishop score (mean ( SD):  Stripping, 2.3 ( 1.5; control, 

2.1 ( 1.7


	1)  Birthweight

2)  Apgar scores at 1 minute

3)  Apgar scores at 5 minutes

4)  Neonatal jaundice

5)  Post-partum fever

6)  Post-partum hemorrhage

7)  Forceps-assisted delivery

8)  Vacuum extraction

9)  C-section

10)  Proportion of patients delivering within 7 days

11)  Incidence of postterm pregnancies


	1)  Birthweight (mean ( SD):

Stripping:  3123 ( 364.8 g

Control:  3078 ( 320.5 g

p = not significant

2)  Apgar scores at 1 minute (mean 

( SD):

Stripping:  9.1 ( 1.1

Control:  9.1 ( 1.2 

p = not significant

3)  Apgar scores at 5 minutes (mean      ( SD):

Stripping:  9.9 ( 0.2

Control:  9.9 ( 0.1

p = not significant

4)  Neonatal jaundice:

Stripping:  4/61 (6.6%)

Control:  4/59 (6.8%)

p = not significant

5)  Post-partum fever:

Stripping:  1/61 (1.6%)

Control:  0

p = not significant

6)  Post-partum hemorrhage:

Stripping:  2/61 (3.3%)

Control:  2/59 (3.4%)

p = not significant

7)  Forceps-assisted delivery:

Stripping:  2/61 (3.3%)

Control:  5/59 (8.5%)

(no p-value reported)

8)  Vacuum extraction:

Stripping:  8/61 (13.1%)

Control:  6/59 (10.2%)

(no p-value reported)

9)  C-section:

Stripping:  6/61 (9.8%)

Control:  3/59 (5.0%)

(no p-value reported)

10)  Proportion of patients delivering within 7 days:

Stripping:  25/61 (41.0%)

Control:  12/59 (20.3%)

p = 0.014

11)  Incidence of postterm pregnancies:

Stripping:  1/61 (1.6%)

Control:  3/59 (5.1%)

p = not significant


	QUALITY SCORE: 

Randomized:  +

Method of randomization:  +

Similar to likely pt pop:  +

Interventions described:  +

Mode of delivery:  -

Sample size:  +

Statistical tests:  +

Gestational age:  +

Dating criteria:  +

Bishop score:  +

Results not stratified by parity.

(continued on next page)
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