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Q. If a pregnant woman is dependent on opiates, can I treat her addiction?

A. Yes acutely, but only if she needs ongoing care it must be properly supervised.
Here is a scenario:

A pregnant woman, dependent on IV morphine, sees the nurse midwife at an I H S facility in a

remote site, for prenatal care.  The pharmacist is contacted by the midwife and is concerned

about the short term treatment of opiate withdrawal and states the following:

1. The fetus needs to be assessed.

2. Immediate detox of any kind is not indicated.

3. Referral to a high risk pregnancy program is indicated.

Is the above correct, I can’t treat her until she delivers?

What is the latest on therapy?  
Buprenorphine or methadone maintenance throughout the pregnancy?

Yes, the pharmacist is right. 
In order for an un-waivered doctor to prescribe Suboxone for the treatment of opioid dependence, two scenarios must exist:
1.  The patient must be admitted to a hospital for a non addiction diagnosis and needs opioid withdrawal or 
2.  The patient is an outpatient and has been referred into a opioid treatment program (OTP) or to a waivered provider of buprenorphine.  The non waivered provider can only give a 72 hour supply and must assure that the patient is able to get into the program.

This is always difficult. 
The fetus can withdraw, have decelerations, pass meconium, and it can be fatal, but it is not legal for you to sustain someone's addiction outside of a formal methadone program. 
There are many anecdotes from providers who inadvertently found after the fact that they were prescribing controlled substances to patients who had a vast network of other providers simultaneously prescribing quantities of similar medications. 

This can have serious implications for you as a provider with the DEA, and your future prescribing privileges. The best approach is to treat the patient’s acute condition and refer the patient to an accredited drug treatment program, even if it means a referral out of state.  It turns out some of the states in Indian Country do not have a methadone programs.  In some cases, there may be an internist or addictionist who has an arrangement with a federal approved methadone facility so they can prescribe it. There should also be allowances for a nearby high risk pregnancy program during that treatment.
Below is some general background information. Methadone is most frequently used. There is also information below from Reprotox on a newer agent buprenorphine* at the bottom of this document.
Background

OPIATES — Approximately 50 percent of women in the United States who use illicit drugs are in the childbearing age group of 15 to 44, and one-quarter of these drug abusers use heroin. Many of the risks associated with this addiction are the same for both pregnant and non-pregnant women. Short term maternal medical complications of opiate/cocaine exposure include infection (syphilis, gonorrhea, hepatitis, human immunodeficiency virus), psychosocial stress, and violence as a cause of hospitalization.

Identification — There is no simple screening tool, comparable to T-ACE, for identifying drug abusers. Signs and symptoms suggestive of a high-risk for chemical abuse include:
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 Late initiation of prenatal care

   Multiple missed prenatal visits
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 Impaired school or work performance
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 Past obstetrical history of unexplained miscarriage, growth restriction, premature birth, abruptio placentae, stillbirth, or precipitous delivery
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 Children with neurodevelopmental or behavioral problems
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 Children not living with the mother or involved with child protection agencies
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 History of drug or alcohol mediated problems (eg, pancreatitis, skin abscess, subacute bacterial endocarditis, suspicious trauma)

Perinatal outcome — Opiate-dependent pregnant women experience significant increases in obstetrical complications, such as:
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 Preeclampsia
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 Third trimester bleeding
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 Malpresentation
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 Nonreassuring fetal status
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 Passage of meconium
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 Low birth weight
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 Perinatal mortality
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 Puerperal morbidity

Neonatal problems consist of complications associated with prematurity, narcotic withdrawal, postnatal growth deficiency, microcephaly, neurobehavioral deficits, and sudden infant death syndrome. It is difficult to establish the extent to which these problems are due to opiates versus coexistent maternal medical (eg, infection, vasculitis) , nutritional, psychological, and socioeconomic (eg, prostitution, lack of prenatal care) difficulties.
Methadone treatment — Methadone has been used to treat pregnant opiate addicts for nearly 30 years. It offers overwhelming advantages (eg, oral administration, known dose and purity, safe and steady availability) when compared to medical detoxification or no treatment and offers a unique opportunity to bring women into medical and obstetric care systems. It has not been associated with development of birth defects, but may have fetal effects.
The use of methadone does not prevent abuse of other drugs during pregnancy and it can result in neonatal abstinence syndrome. The extent and severity of neonatal abstinence syndrome in infants born to methadone maintained women are comparable to that in women maintained on slow-release morphine. Preliminary studies of buprenorphine maintained pregnancies suggest that there is lower risk of neonatal abstinence syndrome when this partial opiate agonist is used (Fischer, Johnson - below)
Methadone should be continued intrapartum and postpartum. Additional analgesics can be given for pain peripartum, as needed. Narcotic antagonists should not be given, except for a narcotic overdose, because they can precipitate maternal, fetal, or neonatal withdrawal.
SUMMARY AND RECOMMENDATIONS — The obstetrical provider is critical for screening, early diagnosis, counseling, and initiating treatment of women who use cigarettes, alcohol, or drugs during pregnancy. All of these substances are associated with some degree of adverse effect and should not be taken by the pregnant woman.  The provider may refer the woman for specialized treatment, but can still monitor and support her participation in these programs during her prenatal visits. Comorbid conditions, such as psychiatric disorders and physical/sexual/emotional abuse, occur frequently in substance abusers; the interrelationships between these issues and substance abuse also need to be addressed in caring for these patients.

Comprehensive prenatal care can ameliorate some of the maternal and neonatal complications of maternal substance abuse. The components of this care include :
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 Screen all pregnant women for alcohol and substance abuse
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 Counsel regarding the risks of the specific substances used and general concerns about preterm birth, growth restriction, fetal death, and longterm neurobehavioral effects
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 Assemble a multidisciplinary team of health care and social service providers to comprehensively assess these gravida and their offspring
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 Test for sexually transmitted diseases, including HIV and hepatitis B, and tuberculosis
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 Schedule frequent prenatal visits to monitor maternal and fetal status

and provide education and support
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 Obtain an early ultrasound examination to confirm gestational age and establish an accurate baseline for following fetal growth
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 Begin antepartum fetal surveillance if there is evidence of pregnancy complications (eg, growth restriction, third trimester bleeding, maternal withdrawal)
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 Inform the pediatrician of the possibility of neonatal withdrawal
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 Discourage breast feeding in women who continue to take illicit drugs or alcohol or who are receiving more than 20 mg methadone per day.
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Fischer G et al  Treatment of opioid-dependent pregnant women with buprenorphine.  Addiction 2000 Feb;95(2):239-44.

AIMS: To assess the maternal and fetal acceptability of buprenorphine and neonatal abstinence syndrome (NAS) in children born to buprenorphine-maintained mothers. DESIGN AND SETTING: Open-label, flexible dosing, inpatient induction with outpatient maintenance, conducted at the University of Vienna within the existing pregnancy and drug addiction program. PARTICIPANTS: Fifteen opioid-dependent pregnant women. INTERVENTION: Sublingual buprenorphine tablets (1-10 mg/day). MEASUREMENTS: Mothers: withdrawal symptoms (Wang Scale), nicotine dependence (Fagerstrom Scale: FTQ) and urinalysis. Neonates: birth outcome and NAS (Finnegan Scale). FINDINGS: All subjects were opioid-, nicotine- and cannabis-dependent. Buprenorphine was well tolerated during induction (Wang Score < or = 4) and illicit opioid use was negligible (91% opioid-negative). All maternal, fetal and neonatal safety laboratory measures were within normal limits or not of clinical significance. Mean birth outcome measures including gestational age at delivery (39.6 +/- 1.5 weeks), Apgar scores (1 min = 8.9; 5 min = 9.9; and 10 min = 10), birth weight (3049 +/- 346 g), length (49.8 +/- 1.9 cm) and head circumference (34.1 +/- 1.8 cm) were within normal limits. The NAS was absent, mild (without treatment) and moderate (with treatment) in eight, four and three neonates, respectively. The mean duration of NAS was 1.1 days. CONCLUSIONS: Buprenorphine appears to be well accepted by mother and fetus, and associated with a low incidence of NAS. Further investigation of buprenorphine as a maintenance agent for opioid-dependent pregnant women is needed.

Johnson RE et al Use of buprenorphine in pregnancy: patient management and effects on the neonate. Drug Alcohol Depend 2003 May 21;70(2 Suppl):S87-S101.

It is estimated that 55-94% of infants born to opioid-dependent mothers in US will show signs of opioid withdrawal. Buprenorphine has been reported to produce little or no autonomic signs or symptoms of opioid withdrawal following abrupt termination in adults. To date, there have been 21 published reports representing approximately 15 evaluable cohorts of infants exposed to buprenorphine in utero. Of approximately 309 infants exposed, a neonatal abstinence syndrome (NAS) has been reported in 62% infants with 48% requiring treatment; apparently greater than 40% of these cases are confounded by illicit drug use. The NAS associated with buprenorphine generally appears within 12-48 h, peaks at approximately 72-96 h, and lasts for 120-168 h. These results appear similar to or less than that observed following in utero exposure to methadone. From a review of the literature, buprenorphine appears to be safe and effective in both mother and infant with an NAS that may differ from methadone both qualitatively and quantitatively.

Resources - Reprotox

*BUPRENORPHINE

Summary

Quick take: Based on experimental animal studies, buprenorphine exposure during pregnancy is not expected to increase the risk of adverse outcome. A neonatal abstinence syndrome may occur but appears to be less common than with other opioids such as methadone. 

Background

Buprenorphine is an opioid analgesic similar to morphine but with greater potency and with agonist- antagonist properties. It is marketed as Buprenex, and, in an orally administered formulation, as Subutex. Suboxone is a combination drug containing buprenorphine and naloxone (1571). Subutex and Suboxone have been used as alternatives to methadone (1126) for the treatment of opioid addiction. 

Buprenorphine was did not increase congenital malformations in rats (1,2,6,10,11) or rabbits (2). In rats, exposure to this opioid reduced maternal and pup weights and caused physical dependence in the offspring, but these effects did not persist after the pups were weaned (1,3,11). At very high doses, with maternal toxicity, perinatal survival of rat pups was low (1,3). Buprenorphine has also been shown to delay parturition in the rat (4). In rats, buprenorphine did not affect the levels of endogenous opioids in brain tissue from offspring (5). 

Buprenorphine has been successfully administered to opioid dependent pregnant women as a maintenance replacement opioid (7,8,12-19). A 2003 review of the available clinical studies has been published covering about 300 pregnancies (20). In general, a relatively low incidence of neonatal abstinence syndrome has been reported in buprenorphine exposed neonates. Some data suggest that the placental transfer of this opioid may be limited in comparison with others, such as methadone, thereby limiting fetal exposure and the development of dependency (21,22). We did not locate and studies that evaluated possible long- term effects on the behavior of exposed human infants. 

Small amounts of buprenorphine are excreted in breast milk (8,9). The estimated daily dose of this agent to the newborn of a mother taking 4 mg/d was 3.3 mcg/d (8). One group has reported data indicating that postoperative extradural buprenorphine for three days after cesarean section significantly decreased the amount of breast feeding and infant weight gain during the first 11 d after delivery (9). The authors of this study did not analyze the opioid content of the milk from mothers who were treated with buprenorphine, but they suggested that the agent may have had effects both on maternal lactation and neonatal suckling (9). 
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