
Pain in Special Populations: 
Nursing Women 



Drug Classification 

 In 1979 the FDA released a 5-category drug 
classification system for pregnant women. This was 
based on a similar system that was introduced in 
Sweden one year earlier 
 A: Adequate and well-controlled human studies have failed to 

demonstrate a risk to the fetus in the first trimester of 
pregnancy (and there is no evidence of risk in later trimesters) 

 B: Animal reproduction studies have failed to demonstrate a 
risk to the fetus and there are no adequate and well-controlled 
studies in pregnant women OR Animal studies have shown an 
adverse effect, but adequate and well-controlled studies in 
pregnant women have failed to demonstrate a risk to the fetus 
in any trimester 



Drug Classification 

 C: Animal reproduction studies have shown an adverse effect 
on the fetus and there are no adequate and well-controlled 
studies in humans, but potential benefits may warrant use of 
the drug in pregnant women despite potential risks 

 D: There is positive evidence of human fetal risk based on 
adverse reaction data from investigational or marketing 
experience or studies in humans, but potential benefits may 
warrant use of the drug in pregnant women despite potential 
risks 

 X: Studies in animals or humans have demonstrated fetal 
abnormalities and/or there is positive evidence of human fetal 
risk based on adverse reaction data from investigational or 
marketing experience, and the risks involved in use of the drug 
in pregnant women clearly outweigh potential benefits 



Drug Classification 

 This classification does not include any risks 
conferred by pharmaceutical agents or their 
metabolites that are present in breast milk 

 One characteristic of the FDA definitions of the 
pregnancy categories is that the FDA requires a 
relatively large amount of high-quality data on a 
pharmaceutical for it to be defined as Pregnancy 
Category A. As a result, many drugs that would be 
considered Pregnancy Category A in other countries 
are allocated to Category C by the FDA 



Australia 



General Considerations 

 Weigh risks and benefits of use 

 Take into consideration length of proposed use 

 Alternative management 



Analgesic Drugs During Pregnancy and Lactation 

 Acetaminophen is the first line analgesic during pregnancy for the 
treatment of mild pain 
 Category B (US), Category A (AU) 

 Low-dose aspirin is considered safe, however higher doses should 
be avoided as they may be associated with an increased risk of 
placental abruption, bleeding problems, and gastroschisis 

 NSAIDS in general may cause constriction of the ductus arteriosus 
and may have adverse effects on the fetal renal function, leading to 
oligohydramnios 
 Indomethacin and ibuprofen are therefore not recommended for more than 2 

days beyond the first trimester 
 Aspirin: Category D (US), C (AU) 

 Low Dose Opioids are relatively contraindicated during pregnancy 
and should be prescribed under the supervision of an obstetrician. 
Neonatal abstinence syndrome is probable if used during 
pregnancy. 



 
 Neonatal abstinence syndrome 

 Neonatal abstinence syndrome will occur when a 
pregnant woman takes opioids. 

 Symptoms often begin within 1 to 3 days after birth, 
but may take up to a week to appear. Because of this, 
the baby will most often need to stay in the hospital 
for observation and monitoring for up to a week. 

 



Neonatal Abstinence Syndrome 

 Symptoms may include: 

 Blotchy skin coloring (mottling) 

 Diarrhea 

 Poor feeding  

 Seizures  

 Fever 

 Hyperactive reflexes 

 Rapid breathing 

 Increased muscle tone 

 Irritability 

 Slow weight gain 



Analgesic Drugs During Pregnancy and Lactation 

 Acetaminophen and NSAIDS are considered safe 
during lactation 

 Aspirin should be used with caution because of the 
slow elimination of salicylates by the neonate, and 
the possibility of drug accumulation 



Tramadol 

 Tramadol is somewhat pharmacologically similar to 
levorphanol 

 Category C (US), Category C (AU) 
 Animal reproduction studies have shown an adverse effect on the fetus 

and there are no adequate and well-controlled studies in humans, but 
potential benefits may warrant use of the drug in pregnant women 
despite potential risks 

 Tramadol causes serious or fatal side-effects in a newborn 
including neonatal withdrawal, if the mother uses the 
medication during pregnancy or labor 

 Use of tramadol by nursing mothers is not recommended by 
the manufacturer because the drug passes into breast milk 
 However, the absolute dose excreted in milk is quite low, and tramadol is 

generally considered to be acceptable for use in breastfeeding mothers 
when absolutely necessary 



Gabapentin 

 Frequently used to treat various types of neuralgia 

 Category D (US) 

 There is positive evidence of human fetal risk based on adverse 
reaction data from investigational or marketing experience or 
studies in humans, but potential benefits may warrant use of 
the drug in pregnant women despite potential risks 

 B1: Drugs which have been taken by only a limited number of 
pregnant women and women of childbearing age, without an 
increase in the frequency of malformation or other direct or 
indirect harmful effects on the human fetus having been 
observed. Studies in animals have not shown evidence of an 
increased occurrence of fetal damage 

 

 



Lyrica 

 An anticonvulsant drug used for neuropathic pain 

 Can cause withdrawal seizures 

 Category C (US) 

 B3: Drugs which have been taken by only a limited number of 
pregnant women and women of childbearing age, without an 
increase in the frequency of malformation or other direct or 
indirect harmful effects on the human fetus having been 
observed. Studies in animals have shown evidence of an 
increased occurrence of fetal damage, the significance of which 
is considered uncertain in humans. 

 



Cymbalta 

 SNRI that alleviates pain associated with diabetic 
neuropathy and fibromyalgia 

 Category C (US) 



Local Anesthetics 

 Lidocaine, Bupivicaine, Ropivicaine 

 Category B (US) 

 Drugs which have been taken by a large number of pregnant 
women and women of childbearing age without an increase in 
the frequency of malformations or other direct or indirect 
harmful effects on the fetus having been observed. 



Epinephrine 

 Used in LA mixtures and in life-saving maneuvers 

 Category C (US) 



Amitriptyline 

 Tricyclic antidepressant 

 Category D (US) 

 There is positive evidence of human fetal risk based on adverse 
reaction data from investigational or marketing experience or 
studies in humans, but potential benefits may warrant use of 
the drug in pregnant women despite potential risks 

 Can lead to abnormal production of milk in females 



Baclofen 

 A derivative of GABA, and works on GABA-B 
receptors 

 It is used to treat spasticity 

 Category C (US) 



Methocarbamol 

 Central muscle relaxant used to treat skeletal muscle 
spasms 

 Category C (US) 



Heparin 

 Anticoagulant 

 Category C, but does not cross the placenta, and is 
considered safe during pregnancy 



Lovenox 

 LMWH 

 Category B: enoxaprin is safe for use in the second 
trimester as it does not cross the placenta and safe 
while breast feeding 



Summary 

 Class B:  Animal reproduction studies have failed to demonstrate a risk to 
the fetus and there are no adequate and well-controlled studies in pregnant 
women. 
 Acetaminophen (Tylenol) 

 Analgesic of choice in pregnancy 

 Narcotics (Class D if prolonged use or high dose) 
 Nalbuphine (Nubain) 
 Meperidine (Demerol) 
 Butorphanol (Stadol) 
 Fentanyl (Duragesic) 
 Hydromorphone (Dilaudid) 
 Methadone (Dolophine) 
 Morphine Sulfate  
 Oxycodone (Percocet) 

 NSAIDs (first or second trimester only) 
 Ibuprofen (Motrin) 
 Indomethacin (Indocin) 
 Ketoprofen (Orudis) 
 Naproxen (Naprosyn) 
 Piroxicam (Feldene) 
 Sulindac (Clinoril) 



Summary 

 Class C: Animal reproduction studies have shown an adverse effect on the 
fetus and there are no adequate and well-controlled studies in humans, but 
potential benefits may warrant use of the drug in pregnant women despite 
potential risks. 
 Narcotics (Class D if prolonged use or high dose) 

 Codeine (Tylenol with codeine) 
 Hydrocodone (Vicodin) 
 Tramadol (Ultram) 
 Propoxyphene (Darvocet) 

 Barbiturates 
 Butalbital (Fiorinal) 

 Class D if prolonged use or high dose 

 NSAIDs (first or second trimester only) 
 Aspirin  
 Etodolac (Lodine) 
 Ketorolac (Toradol) 
 Nabumetone (Relafen) 
 Oxaprozin (Daypro) 

 



Summary 

 Class D: There is positive evidence of human fetal risk 
based on adverse reaction data from investigational or 
marketing experience or studies in humans, but potential 
benefits may warrant use of the drug in pregnant women 
despite potential risks. 
 Aspirin  

 Used only with specific indications in pregnancy 

 Risk of neonatal hemorrhage, IUGR, perinatal death 

 Low dose Aspirin may be safer 

 All NSAIDs (Third Trimester) 

 Prolonged use or high dose of any Narcotic 

 Prolonged use or high dose Butalbital (Fiorinal) 

 General Anesthesia 



Summary 

 The vast majority of medications used to treat pain 
may present risk to the fetus and during breast 
feeding 

 The use of these medications should only be used 
under the direction of an Obstetrician  

 Medications that are generally considered safe 
during lactation: 

 Acetaminophen (Tylenol) 

 Ibuprofen (Motrin) 

 

 


