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前言癌因性疲憊的定義: NCCN, ICD-10

1. NCCN. NCCN Clinical Practice Guidelines in Oncology: Cancer-Related Fatigue, Version 2.2020. 
2. Yeh ET et al. BMC Cancer 2011; 11:387.

美國國家綜合癌症網絡1 (National Comprehensive Cancer Network, NCCN)

與癌症或癌症治療相關而且和近期活動量不成比例的疲累感，

具有持續、令人感到不適、而主觀的特性，且足以影響正常生活

國際疾病分類第 10 版 (ICD-10)2

符合 A–D 四大要件

最近一個月至少有
連續兩週期間，每
天或幾乎每天出現
至少六項 A1–A11
的症狀 (A1為必需
)。

A. 症狀

疲憊不是由精神共
病(如重度憂鬱、
身體化疾患、心身
症、或譫妄) 所引
起。

D. 排除

病歷、身體檢查、
或生化檢查有記錄
顯示疲憊症狀為癌
症或癌症治療所引
起。

C. 引起原因

疲累不堪的感覺
會干擾到職場工
作、家務處理、
或人際互動。

B. 影響生活



前言癌因性疲憊的定義: ICD-10
國際疾病分類第10版 (ICD-10)1

最近一個月至少有連
續兩週期間，每天或
幾乎每天出現至少六
項 A1-A11 的症狀
（ A1 為必需）

A

Yeh ET et al. BMC Cancer 2011; 11:387.

A1 感到明顯的疲累、缺少活力、或需要增加休息，
且與近期活動程度不成比例

A2 感到全身虛弱、沉重
A3 感到很難集中精神或注意力
A4 感到平常習慣做的事都變得乏味而不想去做
A5 感到難以入睡、睡得不安穩、早起有困難、或是

睡得太多
A6 感到睡覺起來還是覺得疲累，精神沒有恢復
A7 感到做什麼事情都必須經過一番掙扎，

勉強自己去做
A8 因為疲累而感到悲傷、失意、或煩躁
A9 因為疲累不堪而事情做一半就做不下去了
A10 感到記性變差
A11 只要做了費力的事就會持續感到病懨懨、不舒服

ICD-10 Code:

R53.0



癌因性疲憊評估與治療

以VAS或BFI-T
評估疲憊

<4分
輕度疲憊

≥4分
中重度疲憊

非藥物治療
運動、營養飲食、
認知行為治療、
睡眠衛生等

加上藥物治療
• 癌因性疲憊適應症
處方用藥
PG2 Injection

• 其他用藥
類固醇、中樞神經
興奮劑

5
Rau KM, Shun SC, Hung SH, Chou HL, Ho CL, Chao TC, Liu CY, Lien CT, Hong MY, Wu CJ, Tsai LY, Jane SW, Hsieh RK. Management of cancer-
related fatigue in Taiwan: an evidence-based consensus for screening, assessment and treatment. Jpn J Clin Oncol. 2022 Nov 9:hyac164. doi: 
10.1093/jjco/hyac164. 



癌因性疲憊症的
藥物治療
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此癌因性疲憊症指引，藥物治療的建議
依實證強度排序，以利臨床人員評估運用

。



癌因性疲憊症之藥物治療
黃耆多醣注射劑有初步臨床
試驗顯示可改善中重度癌因性
疲憊症。
(Level IA, Grade A)

蔘類在臨床試驗顯示可以改
善癌因性疲憊，但因中藥在使
用上會因原料製備等影響，建
議使用前應諮詢醫療團隊。
(Level IB, Grade B)

Methylphenidate
臨床研究顯示使用於疲憊程度
或病情較嚴重的病人較具效果
；但在用藥前應審慎考量劑量
、用藥時間、濫用風險、及病
人個人疾病等臨床情形，充分
評估相關風險與效益。
(Level IA, Grade A)

Methylprednisolone、
dexamethasone等類固醇藥物
有臨床證據顯示可以改善癌症
病人的疲憊和生活品質，但長
期使用有安全風險，故建議只
用於癌症末期、合併疲憊與厭
食症、或有腦部或骨骼轉移而
疼痛的癌症病人。
(Level IB, Grade B)

❶

❷

❹

❸



黃耆在中藥中被列為上藥，其功能
為補氣升陽(增加元氣，提升能量)，
益衛固表(提升免疫力)，利水消腫，
托瘡生肌(肌肉增生)，為諸藥之長
(中藥中的長老) ，故名耆。
在各種類黃耆中，產地在蒙古北部
的蒙古黃耆，又稱為北耆，所含的
黃耆多醣效果最佳。

補氣藥之王：黃耆

藥用黃耆品種：北耆膜莢黃耆
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癌因性疲憊治療適應症之處方用藥
PG2® Injection

• 成份：黃耆多醣 (Polysaccharides of Astragalus membranaceus)
萃取物 500 mg ，不含任何賦形劑。
分子量約20,000~60,000 Da

• 適應症：治療癌症療程中所導致的中、重度疲憊症

• 機轉：增強免疫功能及刺激骨髓造血功能
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PG2® Injection: Phase II/III樞紐試驗

Chen HW et al. Clin Invest Med 2012; 35:E1-11.
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PG2® Injection: Pivotal Trial for indication 
& license approval

Title:

PG2 Treatment for Improving Fatigue among Advanced 
Cancer Patients under Standard Palliative Care

Objective:
This study is conducted to evaluate the efficacy and safety 
of PG2 for relieving fatigue among advanced cancer 
patients who are under standard palliative care (SPC) at 
hospice setting and have no further curative options 
available.
計畫書編號：PH-CP012
衛生署核准發文字號：衛署藥字第0960326352號 (申請案號：9608127)

Chen HW et al. Clin Invest Med 2012; 35:E1-11.
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Inclusion Criteria 
• Signed the informed consent form
• ≥ 20 years old
• BFI Fatigue score ≥ 4 
• Have locally advanced or metastatic cancer or inoperable 

advanced cancer 
• Under standard palliative care (SPC) at hospice setting and 

have no further curative options available
• Life expectancy of at least 3 months as determined by the 

investigator
• Willing and able to complete quality of life questionnaires

Chen HW et al. Clin Invest Med 2012; 35:E1-11.



黃耆多醣注射劑樞紐試驗設計

Population
• Advanced progressive cancer patients 
• Under standard palliative care (SPC) at hospice setting 
• Have no further curative options available 

1st week 2nd week

The 2nd Treatment CycleThe 1st Treatment Cycle

1st week 2nd week 3rd week

3doses 3 doses 3 doses

4th week

3 doses

Double-Blind, Randomized, 
Placebo-Controlled

3rd week

3 doses 3 doses 3 doses

4th week

3 doses

1st week 2nd week 3rd week

3 doses 3 doses 3 doses

4th week

3 doses

1st week 2nd week 3rd week

3 doses 3 doses 3 doses

4th week

3 doses

PG2  plus SPC Arm

Placebo plus SPC Arm

Open-Labeled

PG2 TreatmentPlacebo Treatment

PG2 TreatmentPG2 Treatment
(n=30)

(n=30)(n=30)

(n=30)

樞紐試驗研究設計

Chen HW et al. Clin Invest Med 2012; 35:E1-11. 16
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Primary Endpoint

• Fatigue Evaluation: 
by BFI-T, 0-10 score, averaged by 9 questions 

• Fatigue Improvement Responder (FIR) : 
• Clinically effective:  ≥ 10% Improvement 

from baseline

• Fatigue Improvement Response Rate (FIRR) 
Fatigue Improvement Responder 

Fatigue Improvement  Responder + Non-Responder
X100%

Chen HW et al. Clin Invest Med 2012; 35:E1-11.



前言黃耆多醣注射劑可有效改善疲憊
Phase II/III樞紐試驗

• 改善幅度最大的BFI-T項目為行走能力和情緒
• 黃耆多醣注射劑組的不良反應發生率或嚴重程度未明顯高於安慰劑組
• 主要不良反應為輕微的皮疹、濕疹、或搔癢症，多不須額外處置即恢復

Chen HW et al. Clin Invest Med 2012; 35:E1-11.

The Fatigue Improvement Rate Between Cycle in PP 
Population (Baseline: Visit 1 of Cycle 1)

*: P=0.020 (The comparison 
between two cycles in the Control 
Group by McNemar’s test) 
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(1st and 2nd Cycle PG2 and PG2
Treatment; n=31)

(1st and 2nd Cycle Placebo and PG2
Treatment; n=27)

*
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Center 
馬偕, 雙和, 基隆長庚情人湖院區, 三總, 彰基, 

奇美柳營, 中醫大, 林口長庚, 高雄長庚

Trial Objective
To evaluate the efficacy and safety of different doses 
of PG2 for relieving fatigue among advanced cancer 
patients who are under standard palliative care (SPC).

Blinding/ Randomization Double-blinded/Randomized 

Population
Advanced progressive cancer patients with moderate 
to severe fatigue (BFI Fatigue score ≥ 4) under 
palliative care.

Treatment Regimens
Two parallel arms: (1:1 ratio)
1. PG2 500 mg by IV infusion for 3 days per week
2. PG2 250 mg by IV infusion for 3 days per week

Study Period 8 weeks

Primary Endpoint Fatigue Improvement Response Rate (FIRR)

Sample Size
Enrolled Patient No.: 323 
Evaluable Patient No.: 214 19

PG2 Phase IV Trial
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Baseline Disease Characteristics

Variable / Statistics
PG2 500 mg

(N=111)
PG2 250 mg

(N=103)
Lung cancer 20 (18.02%) 14 (13.59%)

Breast cancer 16  (14.41%) 12 (11.65%)
Colon cancer 13 (11.71%) 11 (10.68%)

Gastric cancer 10 (9.01%) 10 (9.71%) 
Others 52 (46.85%) 56 (54.37%) 

Baseline KPS and Baseline BFI 

Variable / Statistics PG2 500 mg
(N=111)

PG2 250 mg
(N=103)

Differences 
among Groups 

with 95% CI
Baseline KPS score

n 111 103
Mean (SD) 64.50 (14.82) 66.65 (14.06) (-6.05, 1.75)
Median (min, max) 70 (30, 90) 70 (30, 90)
95% CI (61.72, 67.29) (63.90, 69.40)

Baseline BFI score
n 111 103
Mean (SD) 6.80 (1.53) 6.76 (1.25) (-0.34, 0.42)
Median (min, max) 6.6 (4, 10) 6.9 (4.1, 9.4)
95% CI (6.51, 7.08) (6.51, 7.00)

J Clin Oncol 36, 2018 (suppl; abstr 10091); 2018 ASCO Annual Meeting, Poster Presentation  Abstract #: 10091. 



Cut-off Point of FIR: 10 %

FIRR by Week during the Whole Study Period

J Clin Oncol 36, 2018 (suppl; abstr 10091); 2018 ASCO Annual Meeting, 
Poster Presentation  Abstract #: 10091. PhytoHealth In-house Data 21
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Decreasing scores means “improvement” 

*P<0.05 between baseline and each post-treatment time point 

* *
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2018 MASCC e-Poster Presentation; J Clin Oncol 36, 2018 (suppl; abstr 10091); 2018 ASCO Annual 
Meeting, Poster Presentation  Abstract #: 10091. PhytoHealth In-house Data 

Global Health Status: domains 
with significant improvement



FIRR: Top 4 Types of Cancer

232018 ASCO Annual Meeting, Poster Presentation 

≥ 10% Improvement

J Clin Oncol 36, 2018 (suppl; abstr 10091); 2018 ASCO Annual Meeting, Poster Presentation  Abstract #: 10091. 23
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Cancers . 2019 Jan 22;11(2):128-140.
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Responders vs. KPS

Cancers. 2019 Jan 22;11(2): 128-140.



Multivariate analysis 
for responders and 
non-responders to 
PG2

26Cancers. 2019 Jan 22;11(2): 128-140.



27Cancers (Basel). 2019 Jan 22;11(2).

(73%)
(42%)



Multivariate analysis for responders 
and non-responders to PG2

28Cancers. 2019 Jan 22;11(2): 128-140.

Baseline KPS 
score

Responder %

30-50 (N=53) 22 (42%)

60-90 (N=161) 118 (73%)

• Patients with higher KPS responded better to PG2. 
• Identified  KPS as a promising predictive factor for the 

therapeutic efficacy of PG2.



Summary of PG2® Phase IV Study

• Fatigue improvement

✔PG2® treatment showed efficacy in relieving 
fatigue as early as the first week of treatment.

✔Clinically meaningful fatigue improvement (≥ 10%) 
was observed in more than 65% of subjects 
receiving PG2® after the cycle 1 treatment when 
compared to baseline.

✔Patients with higher KPS showed better chance to 
respond to PG2 treatment in BFI-T score.

29

J Clin Oncol 36, 2018 (suppl; abstr 10091); 2018 ASCO Annual Meeting, Poster 
Presentation  Abstract #: 10091.  Cancers. 2019 Jan 22;11(2): 128-140.
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Polysaccharides of Astragalus membranaceus
(PG2 Lyo. Injection) 健保給付規定

第三節代謝及營養劑 (自110年3月1日生效)

使用本藥品應符合下列各條件：

1. 用於第四期因疾病進展導致中重度疲憊之乳癌成人患
者(不含住院安寧療護病患)  。

2. 臨床上需符合ICD-10診斷標準，病歷上應詳細記載疲憊
分數≥4 (BFI-T或 VAS)，經其他處置無效之中重度癌因
性疲憊症患者。

3. ECOG需為0-2之患者。

4. 每位病人終生給付6支為上限。

5. 需經事先審查核准後使用。



懷特血寶注射劑 (PG2® Injection)
臨床用藥資訊

• 機轉：增強免疫功能及刺激骨髓造血功能

• 適應症：適用於癌症末期因疾病進展所導致中重度疲勞症狀之改善

• 用法及用量：

成人每次劑量 500 mg，以 2.5 - 3.5 小時點滴靜脈滴注。

每週2 - 4次，使用2 - 4週。

• 靜脈滴注溶液製備:
✔ 從500 mL注射用生理食鹽水點滴瓶中
抽取10mL，注入本品藥瓶中，充分混合
至完全溶解後，注射回原500 mL生理食鹽水
點滴瓶中，混合均勻，即完成製備。。

• 安全性:
依據上市後第四期臨床試驗，懷特血寶注射劑常見的不良反應
(>2%)包括皮疹(9.21%)、發燒(7.24%)、感覺冷(5.26%)、寒顫(2.63%)
及過敏(2.63%)。預防輸注反應可考慮事先給予抗組織胺，及/或以
較慢輸住速率，延長輸注時間完成輸注療程

32



”Cure sometimes, treat often, 
comfort always“

Hippocrates

33



擊退癌疲憊
癌症治療不delay



BACK  UP
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KPS vs. ECOG
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