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Table 3 | Common organ involvements and symptoms in sarcoidosis

Affected organ Examples of related symptoms Prevalence of organ
involvement (%)*

Lung Cough, dyspnoea, wheezing and stridor 89-99

Skin Lupus pernio, papules, nodules, plaques 16-32

and infiltrated scars and tattoos

Eyes Painful and/or red eye and vision loss 5-23

Liver Abdominal pain and elevated liver functions 12-20

Lymph nodes Peripheral lymphadenopathy 13-15

Spleen Abdominal pain 5-10

Nervous system  Facial palsy, fatigue (for example, pituitary ~ 3-9
insufficiency), gait disturbance, headache,
hearing loss, numbness or paraesthesia,
seizure, trigeminal neuralgia, vertigo, visual
loss and weakness and/or paresis

Heart Conductance disturbances, arrhythmias, 2-5
dyspnoea, fatigue (for example,
cardiomyopathy) and syncope

[Nat Rev Dis Primers. 2019;5(1):45. ]
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Analysis 1.4. Comparison 1 Oral steroids versus placebo, Outcome 4 CXR (improved).

Study or subgroup Oral corti- Placebo Risk Ratio Weight Risk Ratio
costeroid
n/N n/N M-H, Random, 95% CI M-H, Random, 95% CI

1.4.1 All stages

James 1967 16/27 4/24 + 11.52% 3.56(1.38,9.17]
Pietinalho 1999 69/91 49/94 - 46% 1.45(1.16,1.82]
Zaki 1987 51/77 33/57 - 42.48% 1.14[0.87,1.5]
Subtotal (95% Cl) 195 175 B 100% 1.46[1.01,2.09)

Total events: 136 (Oral corticosteroid), 86 (Placebo)
Heterogeneity: Tau?=0.06; Chi*=6.08, df=2(P=0.05); 1’=67.09%
Test for overall effect: Z=2.04(P=0.04)

| Total (95% C1) 195 175 - 100% 1.46[1.01,2.09] |
Total events: 136 (Oral corticosteroid), 86 (Placebo)
Heterogeneity: Tau?=0.06; Chi*=6.08, df=2(P=0.05); 1*=67.09%
Test for overall effect: Z=2.04(P=0.04)

Favours placebo 0.1 0.2 05 1 2 5 10 Favours oral steroid

[ Cochrane Database Syst Rev. 2005;2005(2):CD001114. ]
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Table 1. Baseline Characteristics of the Patients (Modified Intention-to-Treat Population).*

Characteristic
Male sex — no. (%)

Race —no. (36)1
White
Black

Pattern on chest CT — no./total no. (%)
Parenchymal abnormalities with lymphadenopathy

Parenchymal abnormalities without lymphade-
nopathy

Pulmonary fibrosis

Body compeosition§
Weight — kg
Waist circumference — cm

Body-mass index

FvC

Mean — liters

Percentage of predicted value
DLcoY

Mean — mmol/min/kPa

Percentage of predicted value

Soluble interleukin-2 receptor level — Ufmlii

Total
PSLEE (69) MTX (68) N=137)
54 (78) 47 (69) 101 (74)
4854106 4474128 46.6+119
58 (84) 59 (87) 117 (85)
5(7) 5 (7) 10 (7)

6 (9) 4 (6) 10 (7)
53/63 (84) 49/63 (78) 102/126 (81)
1/63 (2) 8/63 (13) 9/126 (7)

9/63 (14) 6/63 (10) 15/126 (12)
81.7+159 849+18.8 833:174
95.1+12.1 96.6+15.8 95.8+14.0

26.1+45 266259 26.425.2

3.7+09 3.7+1.1 3710
7984154 748+12.7 7732143

6.7+1.6 6.922.1 6.8+19
69.8+13.8 69.3+15.7 69.6+14 8
164.4+106.2 176.8+94 4 170.6=100.3
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wARRE TEISMKE : 83.3+17.4kg
EBMI @ 26.4%5.2

w AhEEE I %FVC : 77.31+14.3%

- Ft5DLeo : 69.6+14.8%
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Table 2. Secondary End Points at Week 24.*

End Point

Pulmonary function
Change in FVC — liters}

Increase of =5 percentage points in percentage of predicted FVC
— no./total no. (%)

Decrease of =5 percentage points in percentage of predicted FVC
— no./total no. (%)

Change in percentage of predicted DLco§

Increase of =10 percentage points in percentage of predicted
DLco — no./total no. (%)

Decrease of =10 percentage points in percentage of predicted
DLco — no./total no. (%)

Patient-reported outcomes
Change in King's Sarcoidosis Questionnaire scoref|
General health status domain
Lung domain
Change in Fatigue Assessment Scale score|
Change in EQ-5D-5L questionnaire score|
Descriptive health index
Visual analogue scale
Biomarkers

Soluble interleukin-2 receptor level — U/ml**

PSLEE (69) MTX (68)
0.34+0.05 0.25+0.07
37/68 (54) 34/67 (51)

6/68 (9) 2/67 (3)
4.26+1.11 3.72+1.22
17/65 (26) 15/66 (23)

3/65 (5) 3/66 (5)
4.80+1.63 8.18+1.67
7.32+1.64 9.77+2.29
-2.62+0.75 -1.57+0.99
0.06+0.02 0.04+0.02
2.70+3.03 7.16+3.06

-82.7+12.80 -81.1+12.98

Difference
(95% CI)t

-0.08 (~0.25 to 0.09)

-0.43 (-3.43 t0 2.57)

2.50 (~1.88 to 6.88)
2.88 (~2.20 to 7.97)
1.41 (-0.79 to 3.61)

0.01 (-0.05 to 0.06)
-1.49 (-8.66 to 5.68)

10.90 (-8.91 to 30.72)

nEIBHTERERU

" Table2 (C/RL)Y
PESaM_ X176
BRERU
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Table 3. Adverse Events in the Overall Population.*
S PsLEF (69) MTX (68)
All Ongoing Adverse All Ongoing Adverse
Adverse Events  Events at Wk 24  Adverse Events  Events at Wk 24
=1 Adverse event — no. of patients (%) 65 (96) — 65 (94) —
Total no. of adverse events 308 165 283 104
Serious adverse events — no, of patients (%) 3 (4) NA 7(10) NA
Adverse events that led to treatment discontinuation 10 (14) NA 9 (13) NA
or switch in treatment group — no. of
patients (%)
Most common adverse events — no, of patients (%)%
Gastrointestinal disorders
Abdominal pain 2(3) 1(1) 11 (186) 2(3)
Diarrhea 4 (6) 1(1) 10 (15) 2(3)
Reflux 8 (12) 2 (3) 4 (6) 1(1)
Nausea 6(9) 0 25 (37) 9(13)
General disorders
Fatigue 7 (10) 5(7) 18 (26) 10 (15)
Malaise 3 (4) 1(1) 10 (15) 1(1)
Infections
Respiratory tract infection 1(1) 0 10 (15) 1(1)
Investigations
Abnormal liver-function tests
Any test 2(3) 2(3) 17 (25) 8 (12)
Aspartate aminotransferase test: >3x ULN 1 (-1) 0 2 5) 1(1)
Alznine aminotransferase test: >3x ULN 0 0 6 (9) 1(1)
Weight gain 30 (43) 27 (39) 5(7) 5(7)
iatri
Insomnia 29 (42) 11 (16) 4 (6) 2 (3)
Mood swings 9 (13) 5(7) 5(7) 4 (6)
Nervousness 8 (12) 2(3) 1(1) 1(1)

SERENK  BEERU

nEERBESER
PSLEE : 365l (4%) . MTXEE : 7651 (10%)

W PSLAY : (AEEIENN. FER. BATLENZL

SMTXEE B, BRI HEREENZ0)

mAREDIFIZEAL
PSLE¥ : 5.0&£5.1kg. MTXAF : 1.1+4.0kg

W 2AWE TG U BESER
PSLET : 54%. MTXEF : 37%
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Table 3. Primary outcomes of patients with pulmonary sarcoidosis depending on the dose of MTX.

(MTX—10 mg/Week), (MTX—15 mg/Week), Chi-Squared

Primary Outcomes v =28 n=18 Test
B PRAEARIH SR+ . . 5.225 *
IEIRAEEARES S TR RIER [ (00.0%) 150 p=0.023
N2 = *
34 HEDEET 9 (32.1%) 1 (5.6%) 4.552

CTRRRER L p=0.033
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