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Study Design: A randomized, double-blind, multi-institution, phase Il study.

Objectives: To evaluate the efficacy and safety of the Pelubi Sustained Release (SR) Tab in patients with chronic back pain, in
comparison with the Pelubi Tab, whose efficacy has already been approved, a phase 3 clinical trial was conducted.

Summary of Literature Review: The Pelubi Tab Has shown clinical efficacy in patients with back pain.

Materials and Methods: From April 11, 2014 to July 24, 2014, 166 chronic back pain patients were recruited as subjects through a
multi-institution, double-blind, random sample. We compared the experimental and control groups’ clinical efficacy, which was estimated
by the 100-mm Pain Visual Analog Scale (VAS) after 28 days of medication. We also compared the treatment efficacy of both drugs by
using a variation of the Oswestry Disability Index (ODI) and Physician Global Assessment (PGA), with the total usage of relief medicine.
The side effects and clinical pathology were also noted.

Results: Neither group showed a significant difference in 100-mm Pain VAS or QDI variation (p=0.1702, p=0.9041). There was no
statistically significant difference between the experimental group and the control group in PGA or total usage of relief medicine. The 0D
and PGA variation were not worse in the experimental group than the control group. The two groups showed no significant differences in
side effects (p=0.9708).

Conclusions: This study found that the Pelubi SR Tab applied to back pain patients was not inferior to the Pelubi Tab and did not show
any significant difference in terms of safety. The Pelubi SR Tab can be used with the same expectation of safety as the Pelubi Tab.
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Table 1. Inclusion and exclusion criteria
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Table 2. Schedule table for clinical practice

Period Screening & Wash out’ Treatment
Visit 1 2 3 dor =&
Day D1~-14 D1 D14 £ 3 D28 =3
DR 0
Q7o 24} 0
EEEE SR EEEW 0
29 A% L 24 A2 0 0 0 0
PAlukg A} 0 0
Qe At o' 0
AA=ZA 0 0
AR712/A A 7% B7} 0 0
ABA| FokgA’ 0
A FA 0
LR 0
100 mm Pain VAS 0 0 0 0
Oswestry Disability Index(0DI) 0 0 0 0
Physician’ s Global Assessment 0
W gopmmal el 0 0 0
TAIF A 0 0 0
TAIke] A &l 0 0 0
QA BE-2oFF vl 2 0 0
TSE 0 0
o] /Fuk-g- el 0 0
1: 2172 Visitl o A 5t =73} ATt
2:

&
FAIE Fofatar 9 tdAke] 7-9-, Washout Periode Fof ¥FaL 9] d oo wh} 3-14Q ko 2 3} 9itt. 238y 7|7k A el & 7]
< Zste] Aol 2578 =348 5 ot
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- gl s}skA 7AL: Na, K, Ca, Cl, BUN, Creatinine, Uric acid, Total bilirubin, Albumin, Total protein, Creatine Kinase, ALT, AST, r-GT, Alkaline Phospha-

tase, glucose, Total cholesterol, Triglyceride

- g2y AAL PT, PTT

- 2~W 7 A} Protein, Glucose, Color, Urobilinogen, WBC, RBC

- QJAlkg- Ak Uring hCG(7He) 7] o4k 21A)
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(D) 84 24
7b 12} 584 F7PH4= 100 mm Pain Visual Analogue Scale
(VAS)2] H3}t

Al tf 2o Hjo]Aekel tH] 284 (Visit 4) 100 mm
Pain VAS ¥3}2F Z}olo] tigt 97.5% @ A12]710] et 7
(lower limit)E Alktstaict. vHeF A=417F skt 2]7F -10 mm
o]folH, A2 Tt Hlws] G-55kA] firha west
%Atk 100 mm Pain VASe]l thal ZH -2 B+f, £330}, 54
7k, gk, AgkE AABHRI 7t 27t Ql=AE inde—-
pendent t—testE ©]-&5to] FAIGHITE 3, Aok Fof 2 H|
o]zl H] 28A(Visit 4)°] ] WetFe]l 2ozt =]

Table 3. 100 mm Pain VAS

paired t—testE ©]-85to] FAEFAL, WetEEe] w7 2ol 7t 9l
+=4] independent t—testS ©]-8-5Fo] £}t

W) 221 a2/ grhas

(7} Oswestry Disability Index (ODI)2] H3}

A& oF o] A (Baseline) 7 Fof 5 28 LA (Visit 4)2]ODI %
7wk s foja<=

5% Sl A paired t—testE ©]-8-oA AFoFAL, W A1
g A ef Fo] A (Baseline) 2t Fo 9] zto] Zho] 1t 2fo] 7}
Sl =2]o] o3l independent t—testS ©]-8-5Fo] At

(1}) Physician’s Global Assessment (PGA)2] ¥15}

AtAte] ofsl FetA o &2 Hrbe ANHA W7 {471 5, 40]
HHES, 47t 3,2, 10| m] Wk 0 2 FRsto] ZF 9] A
= T3-&2 AASHAE A& B0l tisll Chi-square test
F+= Fisher's Exact testE o]-8-5to] 7k 2| 27382 H|w o}

Pelubiprofen (SR) (N=68)

Pelubiprofen (N=71) p-value (t-test)

Visit 2 64.10£10.16 65.1519.96 0.5385

Visit 3 44.18+17.71 42.65+20.32 0.6377

Visit 4 26.66+£17.17 32.17£19.21 0.0774

Difference (Visit 4-Visit 2) -37.441+18.65 -32.991+19.41 0.1702

p-value (paired t-test) <0.0001 <0.0001

Table 4. QDI score

Difference (Visit 4-visit 2) Pelubiprofen (SR) (N=68) Pelubiprofen (N=71) p-value
Pain intensity -1.32+0.84 -1.45%+1.07 0.4343
Personal care -0.69+0.80 -0.68+0.73 0.9074
Lifting -0.79+0.03 -0.89+0.96 0.5826
Walking -0.54+0.85 -0.31£0.75 0.0873
Sitting -0.63+0.81 -0.8510.82 0.1265
Standing -0.65+0.69 -0.62+0.64 0.8084
Sleeping 0711085 -0.65+0.86 0.6902
Sex life -0.79%0.89 -052£0.74 0.1183
Sacial life -0.91+093 -0.86+0.96 0.7430
Traveling -0.660.77 -0.61£0.75 0.6621
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