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OVERVIEW

Introduction

Sho-saiko-to is an herbal mixture used in Kampo medicine in Japan to treat liver disease and known elsewhere
in different formulations as Dai-saiko-to and Xiao Chai Hu Tang, and also spelled as Syo-saiko-to. Both Sho-
saiko-to and Dai-saiko-to have been implicated in rare instances of clinically apparent acute liver injury.

Background

Sho-saiko-to is the Japanese name for a widely used mixture of at least 7 herbs that are used together in Kampo
medicine to treat patients with liver disease, being purported to decrease the progression of hepatic fibrosis and
lessen the likelihood of hepatocellular carcinoma. In traditional Chinese medicine, it has been used for centuries
(dating to the Han Dynasty) to treat fever, stomatitis and gastrointestinal disorders. Sho-saiko-to is widely used
in Japan to treat patients with chronic hepatitis. Other names for this mixture include TJ-9 and, in China, Dai-
saiko-to and Xiao Chai Hu Tang. These products may have somewhat different combinations of herbs. Typically,
they contain Bupleurium root (Chai hu), Pinelliae tuber (Ban xia), Scutellaria baicalensis root (Chinese
skullcap), ginseng root, ginger rhizome, glycyrrhiza root (licorice), and jujube fruit. Sho-saiko-to has been
shown to have antioxidant and cytoprotective properties in vitro and to protect against experimental hepatic
injury in several animal models. The components responsible for the hepatoprotective activity of Sho-saiko-to
are thought to be saponins (saikosaponin A, B, C and D) and the antioxidants, baicalin and baicalein, which
resemble silybinin chemically and appear to have similar properties in vitro and in vivo. The clinical efficacy of
Sho-saiko-to in humans has not been well demonstrated, resting largely upon small studies with uncertain
clinical endpoints. Sho-saiko-to is usually described as having no significant side effects. Uncommon adverse
events include interstitial pneumonitis and hepatitis. This herbal mixture is rarely used in the United States, but
Scutellaria root is a component in several multiingredient herbal supplements.

Hepatotoxicity

Several case reports have suggested that Sho-saiko-to and Dai-saiko-to are capable of causing rare instances of
clinically apparent acute liver injury. The time to onset of liver injury ranged from 3 to 8 weeks and the pattern of
serum enzyme elevations was usually hepatocellular. The onset was marked by nausea, abdominal discomfort
and fatigue, followed shortly by jaundice. The injury resolved rapidly on stopping the herbal (within 4 to 8
weeks). Most instances of acute liver injury attributed to Sho-saiko-to have occurred in patients with chronic
liver disease, most frequently chronic hepatitis C. However, the appearance of jaundice with sudden rise in
serum aminotransferase levels is distinctly unusual during the course of chronic hepatitis C and the description
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of several instances of recurrence on reexposure makes the reports convincing. The component responsible for
the injury is not known but is suspected to be Scutellaria baicalensis, also known as Chinese skullcap.

Likelihood score: B (rare but likely cause of clinically apparent liver injury).

Mechanism of Injury

The mechanism of hepatotoxicity of Sho-saiko-to is unknown and, because it is an herbal mixture, the specific
ingredient responsible for injury is unclear. Among the constituents, perhaps Scutellaria (skullcap) is the most
likely hepatotoxic fraction. The possibility always exists that the rare instances of acute liver injury due to this
Sho-saiko-to were due to contamination or misidentification of the herbals.

Outcome and Management

Hepatotoxicity attributed to Sho-saiko-to is usually mild to moderate in severity and rapidly reversible with
stopping the medication. No case of acute liver failure, chronic hepatitis or vanishing bile duct syndrome due to
Sho-saiko-to or similar herbal mixtures have been described in the literature. Recurrence upon reexposure is
frequent and should be avoided.

Drug Class: Herbal and Dietary Supplements, Chinese and Other Asian Herbal Medicines

PRODUCT INFORMATION
REPRESENTATIVE TRADE NAMES
Sho-Saiko-To - Generic

DRUG CLASS

Herbal and Dietary Supplements

CHEMICAL FORMULA AND STRUCTURE

DRUG CAS REGISTRY NUMBER MOLECULAR FORMULA STRUCTURE
Sho-Saiko-To, Dai-Saiko-To 63364-01-2 Herbal mixture Not applicable
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(52 year old woman developed jaundice 1.5 months after starting Xiao Chai Hu Tang, known in Japan as Syo-
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herbals and dietary supplements in the U.S. Drug-Induced Liver Injury Network. Hepatology. 2014;60:1399-
408. PubMed PMID: 25043597.

(Among 85 cases of HDS associated liver injury [not due to anabolic steroids] enrolled in a US prospective study
between 2004 and 2013, none were attributed to Sho-saiko-to but two cases were due to Move Free, a product
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