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Applicable States 
 
This Medical Benefit Drug Policy applies to Individual Exchange benefit plans in all states except for Massachusetts, Nevada, 
and New York.  
 

Coverage Rationale 
 
Panhematin (hemin) is proven and medically necessary for the treatment of acute intermittent porphyria related to the 
menstrual cycle when all of the following criteria are met: 
 For initial therapy, all of the following: 

o Diagnosis of acute intermittent porphyria related to the menstrual cycle; and 
o Documentation of elevation of urinary porphobilinogen (PBG); and 
o Patient is greater than or equal to 16 years of age; and 
o Dosing is in accordance with the United States Food and Drug Administration (FDA) approved labeling; and 
o Initial authorization is for no more than 14 days 

 For continuation of therapy, all of the following: 
o Patient has previously been receiving Panhematin; and 
o Documentation of positive clinical response to Panhematin; and 
o Dosing is in accordance with the United States Food and Drug Administration (FDA) approved labeling; and 
o Authorization is for no more than 14 days 

 

Applicable Codes 
 
The following list(s) of procedure and/or diagnosis codes is provided for reference purposes only and may not be all inclusive. 
Listing of a code in this policy does not imply that the service described by the code is a covered or non-covered health service. 
Benefit coverage for health services is determined by the member specific benefit plan document and applicable laws that may 
require coverage for a specific service. The inclusion of a code does not imply any right to reimbursement or guarantee claim 
payment. Other Policies and Guidelines may apply. 
 

Related Policies 
None 
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HCPCS Code Description 
J1640 Injection, hemin, 1 mg 

 
Diagnosis Code Description 

E80.21 Acute intermittent (hepatic) porphyria 
 

Background 
 
Acute Intermittent Porphyria is an autosomal dominant disorder of heme biosynthesis. This disease occurs due to mutations in 
the hydroxymethylbilane synthase (HMBS) gene that alters enzymatic activity in the heme biosynthetic pathway. This decrease 
in enzyme activity predisposes patients to life-threatening acute neurovisceral attacks. The most common clinical presentation 
of an acute porphyric attack is severe abdominal pain with vomiting, constipation, and abdominal distention. Irritability, 
insomnia, emotional lability are also common features.4 
 
Various factors can predispose patients to attacks. Medications are one the highest exacerbating agents. Most of the 
medications that can cause issues induce hepatic ALAS1 and hepatic cytochrome P450 enzymes : barbiturates, phenytoin, 
most other antiepileptics, rifampin. Alcohol and smoking are also risk factors. Ethanol and smoking both induce some hepatic 
P450 enzymes. Sex hormones, mainly progesterone, precipitate symptoms. Progesterone is a potent inducer of hepatic ALAS1 
and CYPs. Finally, starvation and metabolic stress may also induce hepatic heme oxygenase.5 
 
The diagnosis can be rapidly confirmed by examination of a severely increased urinary porphobilinogen level by using a urine 
specimen. This specimen should also be saved for quantitative measurement of porphobilinogen, 5-aminolevulinic acid, and 
total porphyrin levels. Intravenous hemin therapy is the most effective treatment for anything greater than a mild attack (glucose 
can be used for mild attacks).6  
 

Clinical Evidence 
 
Reference the Clinical Studies information provided in the product labeling.1 
 

U.S. Food and Drug Administration (FDA) 
 
This section is to be used for informational purposes only. FDA approval alone is not a basis for coverage. 
 
Panhematin is a hemin for injection indicated for amelioration of recurrent attacks of acute intermittent porphyria temporally 
related to the menstrual cycle in susceptible women, after initial carbohydrate therapy is known or suspected to be 
inadequate.¹ 
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Policy History/Revision Information 
 

Date Summary of Changes 
01/01/2023 Applicable States 

 Revised language to indicate this Medical Benefit Drug Policy applies to Individual Exchange benefit 
plans in all states except for Massachusetts, Nevada, and New York 

Supporting Information 
 Archived previous policy version IEXD0216.02 

 

Instructions for Use 
 
This Medical Benefit Drug Policy provides assistance in interpreting UnitedHealthcare benefit plans. When deciding coverage, 
the member specific benefit plan document must be referenced as the terms of the member specific benefit plan may differ 
from the standard benefit plan. In the event of a conflict, the member specific benefit plan document governs. Before using this 
policy, please check the member specific benefit plan document and any applicable federal or state mandates. 
UnitedHealthcare reserves the right to modify its Policies and Guidelines as necessary. This Medical Benefit Drug Policy is 
provided for informational purposes. It does not constitute medical advice. 
 
UnitedHealthcare may also use tools developed by third parties, such as the InterQual® criteria, to assist us in administering 
health benefits. UnitedHealthcare Medical Benefit Drug Policies are intended to be used in connection with the independent 
professional medical judgment of a qualified health care provider and do not constitute the practice of medicine or medical 
advice. 
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