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Patients and Method 

Discussion
The application of Indomethacin spray reduces oral 

mucositis pain and  will contribute to the 
improvement of the patient’s quality of life.

Conclusion
In conclusion, Indomethacin Spray  is significantly 

effective for the relief of chemotherapeutically 
induced pain associated with oral mucositis, and is a 
useful preparation for immediate self-medication.
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Table1   Patients list. 5 male and 13 female patients participated 
in this study. Mean of age was 60.6 . Mean of mucositis grade was 
2.1 (NCI CTC AE ver.3) Breast cancer patients were eight of 18 
and the largest group.   (OM. Gr : Oral mucositis grade)

Fig.1  At 15-minute after administration, moderate pain relief 
represented a large majority. The 30-minute mark corresponded 
to the largest number of patients-7- who reported  good or 
significant pain relief.

Fig.2  Box plot of pain relief score. At 30-minutes after 
administration, the PR range of lower quartile and upper 
quartile and mean (X=2.1) were highest.

Fig.4  Before administration, mean of VAS (±SD) = 62.8±20.7mm, 
fell significantly to 34.4±23.3mm at the 30-minute mark (P=0.001 
by Wilcoxon signed-rank test). Almost cut in half.

Analgesic Effects of Indomethacin Spray on Oral Mucositis in Patients 
Undergoing Chemotherapy

Introduction
Severe, chemotherapeutically induced mucositis 

frequently reduces the patient’s quality of life.    
We studied the analgesic effects of 0.25% 

indomethacin spray as an in-hospital preparation on 
chemotherapeutically induced mucositis.
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Fig3. Fourteen patients out of 18 (77.8%), reported effective pain
reduction(TOTPR60≧4). Mean of TOTPR60 was 5.0±2.60.
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Pain Relief level and score
none=0, 
slight=1
moderate=2
good or significant=3
complete=4

TOTPR60= ∑ PR𝑡𝑛
𝑡=15,30,60

Pain relief (PR) scores were recorded at 15 min (PR15), 30 
min (PR30), and 60 min (PR60), and total pain relief at 60 min 
(TOTPR60) was calculated.
Pain level was recorded using a visual analog scale 

(VAS),before the first administration and 30 min after. 

Results
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After 60 min. patients were welcome to 
administer Indomethacin spray freely
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Patient Sex Age
Primary Site
 of Cancer

OM.Ｇｒ. Region of oral mucositis Regimen of Chemotherapy

1 M 74 Rectal 3 Tongue/Buccal mucosa FOLFOX+bevacizumab

2 M 69 Renal 2 Tongue Temsirolimus

3 M 34 Testicular 2 Tongue BEP (bleomycin, etoposide, cisplatin)

4 F 58 Breast 3 Tongue Everolimus

5 F 73 Breast 2 Tongue/Buccal mucosa Lapatinib+Capecitabine　

6 F 51 Breast 2 Tongue ddEC (epirubicin and cyclophosphamide)

7 F 61 Sigmoid colon 1 Tongue FOLFIRI+Cetuximab 

8 F 64 Breast 3 Tongue TCH (Docetaxel,Carboplatin,Trastuzumab)

9 M 63 Nasopharynx 2 Tongue cisplatin＋５FU

10 F 66 Breast 2 Tongue/Buccal mucosa Docetaxel

11 F 63 Breast 3 Tongue/Buccal mucosa Lapatinib+Capecitabine　

12 F 46 Sigmoid colon 2 Tongue/Buccal mucosa FOLFIRI+Cetuximab

13 F 55 Rectal 1 Buccal mucosa FOLFIRI＋bevacizumab

14 F 57 Breast 2 Tongue/Buccal mucosa Trastuzumab+Pertuzumab+Docetaxel

15 F 66 Sigmoid colon 2 Tongue/Buccal mucosa FOLFIRI＋bevacizumab

16 F 65 Ovarian 2 Tongue DC (Docetaxel+carboplatin)

17 F 55 Breast 1 Tongue FEC (5FU, epirubicin and cyclophosphamide)

18 M 71 Renal 3 Tongue Sunitinib

Indomethacin Spray
1.25％ IM stock solution 

0.2M KH2PO4 30mL+0.2mol/L NaOH adjust 
pH to 8.1

↓
add indomethacine 1.25g

↓
add 0.2M NaOH with in pH8.0-8.1

↓
Dissolve

↓
add 0.2mol/L KH2PO4 and

Adjust pH to7.4
↓

add purified water to 100mL
↓

Filtrate the solution through a 0.22μm
membrane filter

0.25％ IM solution 
1.25% IM stock solution 20mL
Xylitol 5g
Glyceline 16mL
Purified water ad 100mL

↓
Filtrate the solution though a 

0.45μm
membrane filter

↓
Preserve at  a dark cold place 

(Expiration date after two month)

Shiratsuchi T., Makimura M., Furukawa T.,
Miwa H., Takezawa M., Kan Y., Jpn.J.Clin. Res. Death 
Dying, 23, 98-103(2000)


	スライド番号 1

