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INDICATIONS AND USAGE

t�9&3&4&�JT�JOEJDBUFE�GPS�UIF�FBSMZ�USFBUNFOU�PG�SFDVSSFOU�IFSQFT�MBCJBMJT�

	DPME�TPSFT
�UP�SFEVDF�UIF�MJLFMJIPPE�PG�VMDFSBUJWF�DPME�TPSFT�BOE�UP�

TIPSUFO�UIF�MFTJPO�IFBMJOH�UJNF�JO�BEVMUT�BOE�BEPMFTDFOUT�	���ZFBST�PG�

BHF�BOE�PMEFS
�

DOSAGE AND ADMINISTRATION

t�5PQJDBMMZ�BQQMZ�9&3&4&���UJNFT�QFS�EBZ�GPS���EBZT��5IFSBQZ�TIPVME�

CF�JOJUJBUFE�BT�FBSMZ�BT�QPTTJCMF�BGUFS�UIF�mSTU�TJHOT�BOE�TZNQUPNT�

	J�F�
�EVSJOH�UIF�QSPESPNF�PS�XIFO�MFTJPOT�BQQFBS
��t�'PS�FBDI�EPTF
�

UPQJDBMMZ�BQQMZ�B�RVBOUJUZ�PG�9&3&4&�TVGmDJFOU�UP�DPWFS�UIF�BGGFDUFE�

BSFB
�JODMVEJOH�UIF�PVUFS�NBSHJO��"WPJE�VOOFDFTTBSZ�SVCCJOH�PG�UIF�

BGGFDUFE�BSFB�UP�BWPJE�BHHSBWBUJOH�PS�USBOTGFSSJOH�UIF�JOGFDUJPO��'PS�

BEPMFTDFOUT����ZFBST�PG�BHF�BOE�PMEFS
�UIF�EPTBHF�JT�UIF�TBNF�BT� 

JO�BEVMUT�

WARNINGS AND PRECAUTIONS

(FOFSBM��t�9&3&4&�JT�JOUFOEFE�GPS�DVUBOFPVT�VTF�POMZ�GPS�IFSQFT�MBCJBMJT�

PG�UIF�MJQT�BOE�BSPVOE�UIF�NPVUI��9&3&4&�TIPVME�OPU�CF�VTFE�JO�UIF�FZF
�

JOTJEF�UIF�NPVUI�PS�OPTF
�PS�PO�UIF�HFOJUBMT��t�5IFSF�BSF�PUIFS�PSPGBDJBM�

MFTJPOT
�JODMVEJOH�CBDUFSJBM�BOE�GVOHBM�JOGFDUJPOT
�XIJDI�NBZ�CF�EJGmDVMU�

UP�EJTUJOHVJTI�GSPN�B�DPME�TPSF��1BUJFOUT�TIPVME�CF�FODPVSBHFE�UP�TFFL�

NFEJDBM�BEWJDF�XIFO�B�DPME�TPSF�GBJMT�UP�IFBM�XJUIJO���XFFLT��t�9&3&4&�IBT�

B�QPUFOUJBM�GPS�JSSJUBUJPO�BOE�DPOUBDU�TFOTJUJ[BUJPO�<TFF�Adverse Reactions>�

ADVERSE REACTIONS

Overall Adverse Reaction Profile:�t�5IF�TBGFUZ�EBUB�EFSJWFE�GSPN�9&3&4&�

DMJOJDBM�TUVEJFT�SFnFDU�FYQPTVSF�UP�9&3&4&�JO������TVCKFDUT�XJUI�

SFDVSSFOU�IFSQFT�MBCJBMJT�USFBUFE���UJNFT�EBJMZ�GPS���EBZT��5IF�NBKPSJUZ�

PG�UIF�BEWFSTF�SFBDUJPOT�XFSF�MPDBM�TLJO�SFBDUJPOT�BOE�PDDVSSFE�JO�UIF�

BSFB�PG�UIF�BQQMJDBUJPO�TJUF�

Adverse Reactions in Clinical Studies:�t�#FDBVTF�DMJOJDBM�TUVEJFT�BSF�

DPOEVDUFE�VOEFS�XJEFMZ�WBSZJOH�DPOEJUJPOT
�UIF�BEWFSTF�SFBDUJPO�SBUFT�

PCTFSWFE�DBOOPU�CF�EJSFDUMZ�DPNQBSFE�UP�SBUFT�JO�PUIFS�DMJOJDBM�TUVEJFT� 

BOE�NBZ�OPU�SFnFDU�UIF�SBUFT�PCTFSWFE�JO�DMJOJDBM�QSBDUJDF��5IF�NBKPSJUZ� 

PG�UIF�BEWFSTF�SFBDUJPOT�XFSF�MPDBM�BOE�PDDVSSFE�JO�UIF�BSFB�PG�UIF� 

BQQMJDBUJPO�TJUF�

Skin and Subcutaneous Tissue Disorders:�t�5IF�GPMMPXJOH�NPTU� 

DPNNPO�BEWFSTF�SFBDUJPOT�	���
�XFSF�MPDBM�TLJO�SFBDUJPOT�BOE�

PDDVSSFE�JO�UIF�BSFB�PG�UIF�BQQMJDBUJPO�TJUF��%SZJOH�PS�nBLJOH�PG�UIF�

TLJO��CVSOJOH�PS�UJOHMJOH�GPMMPXJOH�BQQMJDBUJPO��FSZUIFNB��QJHNFOUBUJPO�

DIBOHFT��BQQMJDBUJPO�TJUF�SFBDUJPO�JODMVEJOH�TJHOT�BOE�TZNQUPNT�PG�

JOnBNNBUJPO��t�$POUBDU�EFSNBUJUJT�GPMMPXJOH�BQQMJDBUJPO�IBT�CFFO� 

PCTFSWFE�XIFO�BQQMJFE�VOEFS�PDDMVTJPO�JO�EFSNBM�TBGFUZ�TUVEJFT��

8IFSF�DPOUBDU�TFOTJUJWJUZ�UFTUT�IBWF�CFFO�DPOEVDUFE
�UIF�SFBDUJWF�

TVCTUBODFT�XFSF�IZESPDPSUJTPOF�PS�B�DPNQPOFOU�PG�UIF�DSFBN�CBTF��

t�"�TUVEZ�FOSPMMJOH�����IFBMUIZ�BEVMUT�XBT�DPOEVDUFE�UP�FWBMVBUF�UIF�

DPOUBDU�TFOTJUJ[BUJPO�QPUFOUJBM�PG�9&3&4&�VTJOH�SFQFBU�JOTVMU�QBUDI�UFTUJOH�

NFUIPEPMPHZ��0G�����FWBMVBCMF�TVCKFDUT
�POF�DPOmSNFE�DBTF�	����
�PG�

TFOTJUJ[BUJPO�UP�IZESPDPSUJTPOF�BOE���BEEJUJPOBM�DBTFT�	����
�PG�QPTTJCMF�

TFOTJUJ[BUJPO�UP�UIF�9&3&4&�CBTF�XFSF�JEFOUJmFE��"EEJUJPOBMMZ
�POF�TVCKFDU�

EFWFMPQFE�B�DPOUBDU�BMMFSHZ�JO�UIF�QIPUPTBGFUZ�TUVEZ�UP�QSPQZMFOF�HMZDPM
�

POF�PG�UIF�JOBDUJWF�JOHSFEJFOUT�PG�UIF�DSFBN�CBTF��t�%FSNBM�UPMFSBODF�XBT�

BTTFTTFE�JO�B����EBZ�DVNVMBUJWF�JSSJUBUJPO�TUVEZ�JO����IFBMUIZ�TVCKFDUT��

9&3&4&
�JUT�DSFBN�CBTF
�BOE�;PWJSBY®�	BDZDMPWJS
�$SFBN����BMM�

TIPXFE�B�IJHI�BOE�DVNVMBUJWF�JSSJUBUJPO�QPUFOUJBM�VOEFS�PDDMVTJWF�BOE�

TFNJ�PDDMVTJWF�DPOEJUJPOT��1IPUPBMMFSHJD�QPUFOUJBM�BOE�QIPUPUPYJDJUZ�XFSF�

BTTFTTFE�JO�UXP�TUVEJFT�JO����BOE����IFBMUIZ�WPMVOUFFST
�SFTQFDUJWFMZ��

/P�QIPUPBMMFSHJD�PS�QIPUPUPYJDJUZ�QPUFOUJBM�XBT�JEFOUJmFE�GPS�9&3&4&�

DRUG INTERACTIONS

t�/P�ESVH�JOUFSBDUJPO�TUVEJFT�IBWF�CFFO�QFSGPSNFE�XJUI�9&3&4&�

USE IN SPECIFIC POPULATIONS: 

1SFHOBODZ�$BUFHPSZ�#

Teratogenic Effects:�t�"DZDMPWJS�XBT�OPU�UFSBUPHFOJD�JO�UIF�NPVTF
�

SBCCJU
�PS�SBU�BU�FYQPTVSFT�HSFBUMZ�JO�FYDFTT�PG�IVNBO�FYQPTVSF��5IFSF�

BSF�OP�BEFRVBUF�BOE�XFMM�DPOUSPMMFE�TUVEJFT�PG�TZTUFNJD�BDZDMPWJS�JO�

QSFHOBOU�XPNFO��"�QSPTQFDUJWF�FQJEFNJPMPHJD�SFHJTUSZ�PG�BDZDMPWJS�VTF�

EVSJOH�QSFHOBODZ�CFUXFFO������BOE������GPMMPXFE�����QSFHOBODJFT�

JO�XPNFO�FYQPTFE�UP�TZTUFNJD�BDZDMPWJS�EVSJOH�UIF�mSTU�USJNFTUFS�PG�

QSFHOBODZ�SFTVMUJOH�JO�����PVUDPNFT��5IF�PDDVSSFODF�SBUF�PG�CJSUI� 

EFGFDUT�BQQSPYJNBUFE�UIBU�GPVOE�JO�UIF�HFOFSBM�QPQVMBUJPO��)PXFWFS
�

UIF�TJ[F�PG�UIF�SFHJTUSZ�XBT�JOTVGmDJFOU�UP�FWBMVBUF�UIF�SJTL�GPS�MFTT�

DPNNPO�EFGFDUT�PS�UP�QFSNJU�SFMJBCMF�PS�EFmOJUJWF�DPODMVTJPOT�SFHBSEJOH�

UIF�TBGFUZ�PG�BDZDMPWJS�JO�QSFHOBOU�XPNFO�BOE�UIFJS�EFWFMPQJOH�GFUVTFT��

t�$PSUJDPTUFSPJET�BSF�HFOFSBMMZ�UFSBUPHFOJD�JO�MBCPSBUPSZ�BOJNBMT�XIFO�

BENJOJTUFSFE�TZTUFNJDBMMZ�BU�SFMBUJWFMZ�MPX�EPTBHF�MFWFMT��5IF�NPSF�

QPUFOU�DPSUJDPTUFSPJET�IBWF�CFFO�TIPXO�UP�CF�UFSBUPHFOJD�BGUFS�EFSNBM�

BQQMJDBUJPO�JO�MBCPSBUPSZ�BOJNBMT��t�"OJNBM�SFQSPEVDUJPO�TUVEJFT�IBWF�

OPU�CFFO�DPOEVDUFE�XJUI�9&3&4&��/P�TUVEJFT�IBWF�CFFO�QFSGPSNFE�JO�

QSFHOBOU�XPNFO��4ZTUFNJD�FYQPTVSF�PG�BDZDMPWJS�BOE�IZESPDPSUJTPOF�

GPMMPXJOH�UPQJDBM�BENJOJTUSBUJPO�PG�9&3&4&�JT�NJOJNBM�

Nursing Mothers:�t�*U�JT�OPU�LOPXO�XIFUIFS�UPQJDBMMZ�BQQMJFE�BDZDMPWJS�PS�

IZESPDPSUJTPOF�JT�FYDSFUFE�JO�CSFBTU�NJML��4ZTUFNJD�FYQPTVSF�GPMMPXJOH�

UPQJDBM�BENJOJTUSBUJPO�PG�FJUIFS�ESVH�JT�FYQFDUFE�UP�CF�CFMPX�EFUFDUJPO�

MJNJUT��#FDBVTF�NBOZ�ESVHT�BSF�FYDSFUFE�JO�IVNBO�NJML
�DBVUJPO�TIPVME�

CF�FYFSDJTFE�XIFO�9&3&4&�JT�BENJOJTUFSFE�UP�B�OVSTJOH�XPNBO�

Pediatric Use:�t�4BGFUZ�BOE�FGGFDUJWFOFTT�JO�QFEJBUSJD�TVCKFDUT�MFTT�UIBO�

���ZFBST�PG�BHF�IBWF�OPU�CFFO�FTUBCMJTIFE�

Geriatric Use:�t�*O�DMJOJDBM�TUVEJFT
�UIFSF�XFSF�JOTVGmDJFOU�TVCKFDUT�

BCPWF����ZFBST�PG�BHF�UP�SFBDI�B�mSN�DPODMVTJPO�SFHBSEJOH�TBGFUZ�BOE�

FGmDBDZ�PG�9&3&4&�JO�UIJT�HSPVQ
�BMUIPVHI�UIF�BWBJMBCMF�SFTVMUT�XFSF�

TJNJMBS�UP�MPXFS�BHF�TVCKFDUT�

Immunocompromised Subjects:�t�&WFO�UIPVHI�UIF�TBGFUZ�PG�9&3&4&�

IBT�CFFO�TUVEJFE�JO�JNNVOPDPNQSPNJTFE�TVCKFDUT
�EBUB�BSF�JOTVGmDJFOU�

UP�TVQQPSU�VTF�JO�UIJT�QPQVMBUJPO��*NNVOPDPNQSPNJTFE�TVCKFDUT�

TIPVME�CF�FODPVSBHFE�UP�DPOTVMU�B�QIZTJDJBO�DPODFSOJOH�UIF�USFBUNFOU�

PG�BOZ�JOGFDUJPO��t�#FOFmU�IBT�OPU�CFFO�BEFRVBUFMZ�BTTFTTFE�JO� 

JNNVOPDPNQSPNJTFE�QBUJFOUT��t�"�SBOEPNJ[FE
�EPVCMF�CMJOE�TUVEZ�

XBT�DPOEVDUFE�JO�����JNNVOPDPNQSPNJTFE�TVCKFDUT�XJUI�TUBCMF� 

)*7�JOGFDUJPO�BOE�SFDVSSFOU�IFSQFT�MBCJBMJT��4VCKFDUT�IBE
�PO�BWFSBHF
� 

����FQJTPEFT�PG�IFSQFT�MBCJBMJT�JO�UIF�QSFWJPVT����NPOUIT��5IF�NFEJBO�

BHF�XBT����ZFBST�	SBOHF����UP����ZFBST

�����XFSF�GFNBMF
�BOE�BMM�

$BVDBTJBO��.FEJBO�$%���5�DFMM�DPVOU�BU�TDSFFOJOH�XBT�����NN� (range 

���o����NN�
��4VCKFDUT�XFSF�USFBUFE�XJUI�9&3&4&�PS����BDZDMPWJS�

JO�9&3&4&�WFIJDMF��5IF�QSJNBSZ�PCKFDUJWF�XBT�UP�FYDMVEF�B�EPVCMJOH�

PG�UIF�IFBMJOH�UJNF�JO�FJUIFS�USFBUNFOU�BSN��5IF�NFBO�IFBMJOH�UJNF�GPS�

DPME�TPSFT�XBT�TJNJMBS�CFUXFFO�UIF�UXP�USFBUNFOU�HSPVQT������EBZT�

GPS�9&3&4&�BOE�����EBZT�GPS����BDZDMPWJS�JO�9&3&4&�WFIJDMF�

OVERDOSAGE  

t�0WFSEPTBHF�CZ�UPQJDBM�BQQMJDBUJPO�PG�9&3&4&�JT�VOMJLFMZ�CFDBVTF� 

PG�NJOJNBM�TZTUFNJD�FYQPTVSF�<TFF�Clinical Pharmacology–Pharmacokinetics>�

9&3&4&�JT�B�USBEFNBSL�VOEFS�MJDFOTF�GSPN�.FEJWJS�"#�� 

.FEB�1IBSNBDFVUJDBMT�JT�B�SFHJTUFSFE�USBEFNBSL�PG�.FEB�1IBSNBDFVUJDBMT�*OD�

.BSLFUFE�CZ�.FEB�1IBSNBDFVUJDBMT�*OD�
�4PNFSTFU
�/+�������64" 

�934�������3FW��������
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Early Amniotomy Shortens Labor in Nulliparas
B Y  S U S A N  L O N D O N

FROM THE ANNUAL MEETING OF 

THE SOCIETY FOR MATERNAL-FETAL

MEDICINE

SAN FRANCISCO – Early amniotomy
appears safe and efficacious for shortening
labor at term in nulliparous women
having an indication for labor induction,
according to results of a randomized
controlled trial.

Among the 585 women studied, the
average time from induction to delivery
was 2.3 hours, or 11% shorter with early
amniotomy vs. standard care, investigators
reported at the meeting. This benefit was
achieved without an increase in rates of
maternal or neonatal infections.

“Based on this clinical trial, it would
seem that early amniotomy may be a
useful adjunct for nulliparous labor
inductions,” said Dr. George A. Macones,

the Mitchell and Elaine Yanow Professor
and chair of the department of ob.gyn. at
Washington University in St. Louis.

Many studies have evaluated different
methods of labor induction, he noted.
“However, surprisingly, there are very few
data on the timing of amniotomy in labor
induction and how this may improve or
worsen outcomes.” 

Amniotomy is easy and inexpensive and
may shorten labor, according to Dr.

Macones. But it also may be associated
with rare complications such as umbilical
cord prolapse, and possibly with an
increased infection risk resulting from a
longer duration of ruptured membranes. 

Women were eligible for the trial if
they were nulliparous, had a singleton
pregnancy, were at term (37 weeks’
gestation or later), and needed induction
as determined by their treating physician.
They were excluded if they were HIV
positive or had cervical dilatation exceed-
ing 4 cm at the time of admission to labor
and delivery.

The women were randomly assigned in
a 1:1 ratio to nonblinded management
with either early amniotomy (defined as
artificial rupture of membranes

performed when cervical dilatation was
equal to or less than 4 cm) or standard care
(defined as artificial rupture of mem-
branes performed when cervical dilatation
was greater than 4 cm). The primary
method of induction (misoprostol, cervi-
cal Foley catheter, oxytocin, and/or
prostaglandin gel) was left to the treating
physician’s discretion. “Just to be clear, we
did not study the timing of amniotomy as
a primary method of induction, but rather
as an adjunct to other methods,” Dr.
Macones noted. 

All other decisions about intrapartum
and postpartum care were similarly left up
to the treating physicians. The 585 women
randomized were 23 years old on average,
and the majority (70%) was black. Almost
a third had gestational hypertension or
preeclampsia, and another third were
positive for group B streptococcus. The
mean gestational age was about 39.5
weeks, and the mean cervical dilatation
was 1.1 cm on admission. The leading
indications for induction were a gestation
past 40 weeks (39%) and gestational
hypertension or preeclampsia (28%). 

The primary methods of induction used
were similar across groups. In nearly
three-fourths of women, the treating
physicians used multiple methods.

Most women received epidural anal-
gesia, with no difference between groups,
according to Dr. Macones.

Median cervical dilatation at the time of
rupture of membranes was 4 cm less in
the early amniotomy group, compared
with the standard care group (3.0 vs. 7.0
cm; P = .001). In intent-to-treat analyses,
the time from induction to delivery was
2.3 hours shorter with early amniotomy
(19.0 vs. 21.3 hours; P = .004). “This
difference in the length of labor occurred
mainly and not surprisingly in the first
stage of labor, but not in the second
stage,” Dr. Macones noted. In addition,

‘This difference
in length of labor
occurred mainly
and not
surprisingly in
the first stage of
labor.’ 

DR. MACONES

Continued on following page
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NOW APPROVED

Introducing improved pain relief
with reduced opioid consumption*†1

The first and only IV formulation 
of acetaminophen available in the US

Indication
OFIRMEV is indicated for the management of mild to moderate pain;
the management of moderate to severe pain with adjunctive opioid 
analgesics; and the reduction of fever.

Important Safety Information
OFIRMEV should be administered only as a 15-minute infusion.

Do not exceed the maximum recommended daily dose 
of acetaminophen.

Administration of acetaminophen by any route in doses higher 
than recommended may result in hepatic injury, including the risk 
of severe hepatotoxicity and death.

OFIRMEV is contraindicated in patients with severe hepatic 
impairment, severe active liver disease or with known hypersensitivity 
to acetaminophen or to any of the excipients in the formulation.

Acetaminophen should be used with caution in patients with the
following conditions: hepatic impairment or active hepatic disease,
alcoholism, chronic malnutrition, severe hypovolemia, or severe 
renal impairment.

Discontinue OFIRMEV immediately if symptoms associated with 
allergy or hypersensitivity occur. Do not use in patients with
acetaminophen allergy.

The most common adverse reactions in patients treated with OFIRMEV 
were nausea, vomiting, headache, and insomnia in adult patients and 
nausea, vomiting, constipation, pruritus, agitation, and atelectasis in 
pediatric patients.

The antipyretic effects of OFIRMEV may mask fever in patients treated
for postsurgical pain.

Please see Brief Summary of Prescribing Information on adjacent page
or full Prescribing Information at OFIRMEV.com. For product inquiries,
please call 1-877-647-2239.

*OFIRMEV 1 g + PCA morphine vs placebo + PCA morphine.
†The clinical benefit of reduced opioid consumption was not demonstrated.

Reference: 1. Sinatra RS, Jahr JS, Reynolds LW, Viscusi ER, Groudine SB, Payen-Champenois C.
Efficacy and safety of single and repeated administration of 1 gram intravenous acetaminophen 
injection (paracetamol) for pain management after major orthopedic surgery. Anesthesiology.
2005;102:822-831.
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Universal MRSA Screening at L&D: Little Benefit 
B Y  N E I L  O S T E R W E I L

FROM THE INTERSCIENCE CONFERENCE

ON ANTIMICROBIAL AGENTS AND

CHEMOTHERAPY 

BOSTON – Active surveillance testing
for methicillin-resistant Staphylococcus
aureus colonization of pregnant women
who were admitted to labor and delivery
units costs a lot of bucks for only a little
bang.

Over a 20-month period, a universal
methicillin-resistant S. aureus (MRSA)
screening program, required by Illinois
law, cost $90,950 but had no apparent im-
pact either on MRSA disease in the post-
partum period or on nosocomial MRSA in-
fections in a postpartum ward and
newborn nursery, said Naseem Helo, a
fourth-year medical student at Loyola Uni-
versity Medical Center in Maywood, Ill.

Among 2,254 pregnant women who
were admitted to the labor and delivery
unit, 1,819 (81%) received a nasal MRSA
test at a cost of $50 each and 39 women
(2%) screened positive, for a cost of more
than $2,300 per positive screen, Mr.
Helo said at the meeting, which was spon-
sored by the American Society for
Microbiology.

Of the 39 MRSA-colonized women, 13
went on to have a cesarean section, 21

had vaginal delivery, 2 had miscarriages,
and 3 were lost to follow-up because
they did not deliver at the center. 

When investigators looked at the effect
of the positive results on practice, they
found that although 9 of 13 (69%)
women who had cesareans had positive
test results available before the surgery,
only 3 of the 9 (33%) received van-
comycin prophylaxis.

“During the newborn stay, no new-

borns had complications of MRSA dis-
ease, and there were no nosocomial in-
fections in our labor and delivery service,
postpartum ward, and newborn nursery
during the 20-month study period or 2
years prior to the study,” Mr. Helo said.

The investigators suggested that the
decision to implement universal MRSA
surveillance should be driven by MRSA
colonization rates in specific geographic
populations. ■

these women were more likely to deliver
within 24 hours of labor induction (68%
vs. 56%; P = .002). 

The early amniotomy group did not
differ significantly from the standard care
group with respect to rates of cesarean
delivery (41% vs. 40%), cord prolapse
(0.7% vs. 0%), and abruption (0.4% vs.
0.6%). 

Fetal heart rate data were not analyzed,
but rates of amnioinfusion (a “reasonable
proxy” for variable decelerations) were
similar, according to Dr. Macones. 

The two groups also had statistically
indistinguishable rates of infectious out-
comes, including chorioamnionitis (11.5%
vs. 8.5%) postpartum fever (10.4% vs.
9.4%) in the mother, and NICU admission
(13.6% vs. 15.0%) and suspected or con-
firmed sepsis (9.7% vs. 11.1%) in the
neonate.

In questions posed after the presenta-
tion, one attendee asked how the 4-cm
threshold was selected for early
amniotomy, and whether the findings
would be similar with, say, a 2-cm thresh-
old instead. “We chose 4 cm based on
some earlier work in spontaneous labor
with rupturing membranes,” Dr.
Macones explained. “I agree that we
could dial that down a bit.” However,
within the early amniotomy group, the
efficacy and safety findings appeared
similar regardless of the timing of the
procedure, he said.

When asked if the study was mixing
cervical ripening with labor induction, Dr.
Macones said, “I think the lines between
ripening and induction are actually quite
gray.” He contended that the study’s aim
was to assess the impact of amniotomy
when the intention was to perform it as
early as possible. 

An alternative approach would be to
look at women once their cervix is
ripened and then ask what the role of
amniotomy is, he acknowledged. “But I
think that’s a little bit different question
than we actually had.”

Dr. Macones did not report any
relevant financial disclosures. ■
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