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Number: CCMP95-TP-025

Application of Dan-Chi-Liu-Wel
Combination in SLE Patientsto Taper
Steroid and to Prevent Disease Flare

Chung-Jen Chen
Kaohsiung Chang Gung Memorial Hospital

ABSTRACT

Systemic lupus erythematosus (SLE) is a severenghrgystemic autoimmune
disease predominantly involving child-baering wonas-45 years old). Though the
ten years survival rate in SLE patients has begmawed up to 80%-90%, there is rare
cure. Most patients of SLE need long-term treatroésteroids and may suffer from
disease flare about once every other year. Theefortaperthe dosage of steroid and
to prevent disease flare is a critical issue te dat

To date, antimalarial drugs and immunosuppressiyents have been used to
resolve the above problems, but with limited effegtd a lot of toxicity and
complications. Therefore, we try to find a goodywlom traditional Chinese
medicine (TCM) to help patients to get long-ternaltie (including less steroid and
less disease flare).

Our research team including Immunologists, TCM expad Pharmacy specialist
to design the Dan-Chi-Liu-Wei combination, whichagpected to be beneficial to
taper steroid and to decrease the disease fle&8ebof

In this randomized clinical trial, among 502 caseth SLE, 58 volunteers were
screened. Then, 46 cases fulfilled criteria fodgtwere enrolled. After 3 months of
study, 4 cases were dropped out. Finally, 27 cembsding 14 cases in control group
and 13 cases in treatment group were analyzed.

After 3 months of integration therapy with Dan-Qli-Wei combination, there is
no evident toxicity upon liver or kidney. Howevdhere is a trend with mildly
increased C4 level, decreased anti-dsDNA, decre@s&@AIl score, stable dosage of
steroid in the treatment group compared to comggrobp.

More importantly, there were two cases (14%) wisedse flare in control group
and none (0%) in treatment group.

Taken together, Dan-Chi Liu Wei combination is Hema& for SLE patients to
have a more stable status and to be free of difksase

Keywords:Systemic lupus erythematosus, steroid, flare, Dank@i-Wei combination
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i- CRAARTR
Female (N=42) Male (N=4) Total (N=46)
Age 35.68+9.06 36.67+6.35 35.53+8.85
Systoic BP 109.66+13.17 120+28.28 110.22+£13.85
Dystoic BP 69.43+9.99 87+18.38 70.38+10.95
HR(bpm/min) 77.2+8.84 70+2.83 76.81+8.76
BH(cm) 159.43+4.57 167+2.12 159.92+4.92
BW(kg) 53.29+7.54 70.25+12.37 54.2+8.55
BMI(kg/m2) 20.85+3.28 22.42+5.51 21.04+3.41
Prednisolone(mg/day) 8.17+£3.2 9.38£1.3 7.913.1
SLEDAI(Scroces) 3.7+2 6.7+5.1 3.9+2
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= ciphEteFEERRAL(CR=S B N=13)

0Op? 32 P vale
SLEDAI 4,15+1.91 3.38+0.96 0.250
C3 76.69+18.96 76.00+£15.73 0.699
C4 16.15+6.43 16.62+7.67 0.455
Anti-dsDNA 59.88+113.14 56.37+113.69 0.293
BUN 13.88+4.99 13.20+4.90 0.366
CRTN 0.89+0.11 0.93+0.18 0.375
GOT 18.62+3.88 22.08+7.88 0.163
GPT 17.15+6.69 21.07+£12.15 0.286
ESR 36.77+31.78 24.54+23.90 0.203
Prednisolone 7.69+3.88 7.69+3.88 -
22 ~¥HRERREEHREL(GS=Z B Y N=14)

0O’ 3B’ P vale
SLEDAI 3.71+2.46 3.43+1.83 0.781
C3 76.14+16.46 71.71x17.75 0.175
C4 17.50+9.70 16.07+8.46 0.224
Anti-dsDNA 52.62+103.87 62.02+101.62 0.426
BUN 13.69+4.48 12.95+3.27 0.626
CRTN 0.84+0.14 0.83+0.13 0.813
GOT 18.79+4.28 18.00+2.96 0.582
GPT 14.5048.17 15.0745.62 0.420
ESR 43.57+29.49 31.86+22.95 0.060
Prednisolone 8.57+3.36 8.93+4.35 0.750
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% » ~ The 1997 revised criteria for the classificatiorSafE

(
(

) L.

) 2.

) 3.
) 4.

) 5.

) 6.

) 7.

) 8.

) 9.

) 10.

) 11.

Malar rash :
Fixed malar erythema, flat or rai
Discoid rash :
Erythematous-raised patches with keratotic sgalmd follicular plugging
atrophic scarring may occur in older lesi
Photosensitivity :
Skin rash as an unusual reaction to sunlight, bgpiahistory or physicie
Oral ulcers :
Oral or rasopharyngeal ulcers, usually painless, observezhisicial
Arhtritis :
Nonerosive arthritis involving two or more peripakjoints, characterized |
tenderness, swelling, or effus
Serositis :
a. Pleuritis (convincing history of pulritic pain or rub heard by physician
evidence of pleural effusion)
OR
b. Pericarditis (documented by ECG, rub, or eviderfqeedcardial effusior
Renal disorder :
a. Persitient proteinuria (> 0.5 g/d or > 3+)
OR
b. Cellular casts of any ty]
Neurologic disorder :
a. Seizures (in the absence of other causes)
OR
b. Psychosis (in the absence of other cal
Hematologic disorder :
a. Hemolytic anemia
OR
b. Leukopenia (< 4,000/ml on two or more occasions)
OR
c. Lymphopenia (< 1,500/ml on two or more occasions)
OR
Thrombocytopenia (< 100,000/ml in the absenceffehding drugs
Immunologic disorder :
a. Anti-double-stranded DNA
OR
b. Anti-Sm
OR
c. Positive finding of antiphospholipid antibodies &dson (1) an abnorm
seurm level of IgG or Ighanticardioliin antibodies, (2) a positive test 1
for lupus anticoagulant using a standard method,(3)ra falsepositive
serologic test for syphilis known to be positive fat least 6 months a
confirmed byTreponema pallidum immobilization or florescent treponern
antibody absorption te
Antinuclear antibody :
An abnormal titer of antinuclear antibody (ANA) bymunofluorescence or
equivalent assay at any time and in the absenckeugls known to be associa
with “drug-induced upus syndrome
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Chart no.:
M.D. :

CEEER K 208 ¥ 6P

Date of Visit:
Patient's Name

(Enter weight in SLEDAI Score column if descripfesent at the time of the visit or in the

preceding 10 days.)

Weight SLEDAI Descriptor
Score

Definition

8 Seizure

8 Organic brain
syndrome

Recent onset. Exclude metabolic, infestioudrug
causes.
Altered ability to function in normal activity due
severe disturbance in the perception of realitgluitie
hallucinations, incoherence, marked loose assoaqisti
impoverished thought content, marked illogical king,
bizarre, disorganized, or catatonic behavior. Exelu
uremia and drug causes.
Altered mental function with impaired orientation,
memory, or other intellectual function, with ramdset
and fluctuating clinical features. Include cloudioiy
consciousness with reduced capacity to focus, and
inability to sustain attention to environment, paideas
2 of the following: perceptual disturbance, incarer
speech, insomnia or daytime drowsiness, or inctkas
decreased psychomotor activity. Exclude metabolic,
infectious, or drug causes.

8 Visual disturbancdRetinal changes of SLE. Include cytoid bodies nigti

8 Cranial nerve
disorder

8 Lupus headache

8 CVA

8 Vasculitis

4 Arthritis

4 Myositis

4 Urinary casis

hemorrhages, serous exudates or hemorrhages in the
choroids, or optic neuritis. Exclude hypertension,
infection, or drug causes.

New onset of sensory or motor neuropathy invol\
cranial nerves.

Severe, persistent headache; nmigtanous, but
must be nonresponsive to narcotic analgesia.

New onset of cerebrovascular accident(s). Exc
arteriosclerosis.

Ulceration, gangrene, tender fingeruled, periungual
infarction, splinter hemorrhages, or biopsy or angiog
proof of vasculitis.

More than 2 joints with pain and signisimflammation
(i.e. tenderness, swelling, or effusion).

Proximal muscle aching/weakness, assediaitith
elevated creatine phosphokinase/aldolase or
electromyogram changes or a biopsy showing myositis

Heme-granular or red blood cellxast
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4

4

TOTAL
SLEDAI
SCORE

Hematuria > 5 red blood cells/high power fieldckxie stone,
infection, or other cause.

Proteinuria > 0.5 gm/24 hours. New onset or recent increasearé
than 0.5 gm/24 hours.

Pyuria > 5 white blood cells/high power field. Hxabe
infection.

New rasl New onset of recurrence of inflammatory type r

Alopecia New onset or recurrence of abnormal, patchy ousid
loss of hair.

Mucosal ulcers New onset or recurrence of oral or nasal ulceral

Pleurisy Pleuritic chest pain with pleural rubediusion, or
pleural thickening.
Pericarditis Pericardial pain with at least 1k following: rub,

effusion, or electrocardiogram or echocardiogram
confirmation.

Low complement Decrease in CH50, C3, or C4 belmdwer limit of
normal for testing laboratory.

Increased DNA > 25% binding by Farr assay or above normal range f

binding testing laboratory.

Fever > 38C. Exclede infectious cause.

Thrombocytopenia 100,000 platelets/min

Leukopenia < 3,000 white blood cells/frixclude drug causes.
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