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Adverse Drug Reactions of Patient with Cervical
Spondylotic Myelopathy Treated by Soshiho-tang

Jae Kyung Park’

227, Mirae-ro, llsanseo-gu, Goyang-si, Gyeonggi-do, Korea*

Objective : The purpose of this paper is to report the adverse drug reactions of patient with
cervical spondylotic myelopathy(CSM) treated by herb medicine, Soshiho-tang.

Methods : The patient was prescribed Soshiho-tang herbal medicine for 9days. The patient
complained of dizziness, difficulty of concentration and elevation of blood pressure on the
6th day. The doctor made the patient stop to take the herbal medicine and every symptoms
and abnormal blood pressure are normalized after 6 days. The abnormal responses were
assessed by WHO-UMC Causality Categories and LDS scale.

Results : The WHO-UMC Causality is 'probable/likely' and LDS scale is 5, it means
'moderate' severity.

Conclusions : The herbal medicine, Soshiho-tang is relevant to abnormal responses of the
patient with CSM. This is a first case report of hypertension induced by herbal medicine,
Soshiho-tang in Korea.
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Table 1. The main diagnostic points of this case

Expression in the provision

Category of Shanghantun Related Patient Information
Greater yang disease N Excessive activity, Symptoms
worsen with cold stimulation
fever, aversion to wind Byt Burning sensation due to
neuralgia
stiffiiess of the neck SHIER Cervical spondylotic
myelopathy

* Terminology using in this category was consulted WHO International Standard Terminologies on

Traditional Medicine in the Western Pacific Region
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1. Certain

* Event or laboratory test abnormality, with plausible time relationship to drug intake

« Cannot be explained by disease or other drugs

* Response to withdrawal plausible (pharmacologically, pathologically)
* Event definitive pharmacologically or phenomenologically (i.e. an objective and specific medical
disorder or a recognised pharmacological phenomenon)

* Rechallenge satisfactory, if necessary

2. Probable/Likely

* Unlikely to be attributed to disease or other drugs

* Response to withdrawal clinically reasonable
* Rechallenge not required

3. Possible

* Event or laboratory test abnormality, with reasonable time relationship to drug intake

* Could also be explained by disease or other drugs

* Information on drug withdrawal may be lacking or unclea

4. Unlikely

* Event or laboratory test abnormality, with a time to drug intake that makes a relationship improbable

(but not impossible)

* Disease or other drugs provide plausible explanation

5. Conditional/Unclassified

* Event or laboratory test abnormality

* More data for proper assessment needed, or Additional data under examinatio

6. Unassessable/Unclassifiable

* Report suggesting an adverse reaction

* Cannot be judged because information is insufficient or contradictory

* Data cannot be supplemented or verifie
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Table 3. LDS Scale Categories™

Question Yes No Unknown

Did the adverse drug reaction impair the patient's quality of life? 1 -1 0
Was the (immediate) discontinuation of the drug necessary or 1 o 0
recommended?

Was the use of a different drug or other therapy necessary or 1 o 0
recommended?

Did the adverse drug reaction prolong treatment or lead to hospitalization? 1 0 0
Did the adverse drug reaction cause temporary malfunctioning of an organ 1 0 0
(system)?

Did the adverse drug reaction cause permanent malfunctioning of an organ 20 0
(system)?

Did the adverse drug reaction lead to permanent inability to work? 1 0 0
Was the adverse drug reaction potentially dangerous? 1 0 0
Was the adverse drug reaction (potentially) life-threatening? 2 0 0

Was the adverse drug reaction fatal? 3 0 0

The severity of the ADRs is classified according to the total score. A score of 14 indicates a mild reaction, a
score of 5-8 a moderate reaction, and a score of > 9 a severe adverse drug reaction.

Table 4. Composmon and administration

12. X &2& A of Soshiho-tang®

1) gk} 5o Daily

20174 49 10258 59 102744 312 Herbal name s
o] 7)17F Eot e A= A= EkAek 2017 4%/ Bupleurum falcatum 16
949 1025 2017 49 1820744 /N3 2 Pinellia ternata 6
B 90U g ol T ol g Panex dimens °
sl foEgel Ve ore Fas A I i
AT 20174 42 1997 E 2017 48 24 % Glycyrrhiza uralensis 6

7}A] o]t 3k 01:%(6]_0]: oFoh 1= H.831x] oF

w525 Scutellaria baicalensis 6
01'7 2017\ 49 254K 20179 59 109 Dried herbs above were decocted in boiled water.
120cc tid, 9days.
W}X] NS 164 £ ‘l"ob—}oﬂq
FNSER NERS B 1Y 33, 1] Table 5. Composition and administration
’ ’ of Sohamhyoong-tang®
120ccE &35 sl ApAlg B e
aily
o 7F Herbal name
2 Table 4, Table 5 2} 22t} dosel(g)
53 Coptis chinensis 3
2) A= “2E Pinellia ternata 9
&ty nldol| )3k A=-S T)elal A S JIVEET Trichosanthes kirilowii 12
- Dried herbs above were decocted in boiled water.
T4 = %_,_01 X] ’/;\‘6]'7] ke 51?15:11' 120cc tid, 16days.
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Figure 1. Timeline analysis of this case

* This figure's category that Therapeutic intervention, Timeline, Disease status(NRS, WHO-UMC causality
categories, LDS scale), Patient adherence, Outcome, Patient perspective follow the CARE guideline. BP: Blood

Pressure. ADR: Adverse Drug Reaction.
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