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12　DeviatioJIS &om the Protocol and hcideJlt Report

-　According to the protocol,the subjects should take their meals 30135minutes a洗er Twendee

intake･ However, on Day 14, MO7-01-Al took lunch one hour a洗er of taking Twendeeand

FO7-01-A4 took dinner 2 hoursand 5 minutes aRer taking Twendee･ Ⅵle delay of food

intake丘om the prescribed time period on one occasion in bothsubjects was due to

unavoidable circumstances reported by the volunteers (MO7-01-Al and FO710トA4)intheir

food diary. The deviation was not expected to have a remarkable effect on the study

evaluation parameters (GLU, Insulin, HbAIc) inthis repeat oralintake fd study.

-　According to the protocol all tmused test materials were to be retumed tothe Sponsor atthe

end of the trial･ However,血e sporuor made a decision to have die test ma:terials disposed at

the test site(S) instead of having it Fetumed to dlem.
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The Eqeet of Repeated Oral btake of Twendee for Twdve Weeks on Glycemie Control and

lnsulinLevels of Male and Female Adult Voltlnteerswith Type2 Diabetes MellittLS

ABSTRACT

Tbis trial was conducted to evaluatethe effect of repeated oralintake of Twendee for twelve

weeks onglycemic control弧d seruminsulinlevels of adult maleand female volunteers wi也

Type 2 Diabetes Melhtus.

Twelve (12) diabetic subjects (5 males and 7免males) whofulBlled the speci名ed pre-test HbAIc

and FBS valuesand die inclusion criteria were selectedand completed die 12-week trial･ The

subjects were required to takethree (3) capsules ofTwendee 30 to 35 mindes prior to each meal

O)reakfast, lunch and diner) daily.

Under fasted condidons, serlJmglucose and insulin measuremEntS, Znd HbAIC concerltration

detem血ations were done du血g the pre-test and once every two (2) weeks duhg the study

period according tothe following schedule: Pre-testand, Days 15, 29, 43, 57, 71and 85･ The
subjects likewise underwent medical interviewandpertinent physical銭amination (押E), and
- hematology and blood chemistry examinations du血gthe pre-test; 3 Pay 4), 7 (Day 8) and 14

Pay 15) days孤d 4 weeks Pay 29) aRer imidation ofTwendee intake; and once every four

weeks dlereaaer Pays 57 and i5) during the study period for health monitoring.

Compliance monito血g was stdctly conductedand the subjects were instructed to accomphsh

their Test Materialand Food Records which were collected and leViewed weekly prior to

issuance of the test ma紐rial supply for each week.

Dぬwere expressed as means + standard deviations (SD). The HbAIc,glucose and insulin

conmtration values were analyzed for the effects of the test material usmg analysis ofvarimCe

(AMVA)･ Diqermces at O･05 level ofsigniGcance were COnSidered sigmificarlt. The data were
arlaly2X5d usingthe SAS statisdcal soihware package (SAS/STAT Version 9.1; SAS hst血te,

Noヴ.･dt紺亡'f

む
the hematology and blood chemistry parameters were noted suggesting that Twendee cBLn be

safely administered daily to diabetic subjects at a dose of 1.8g/3 capsules 30 to 35minutes prior

to each meal (b峨lunchand diner)for twelve weeks. Furher studies are FCCOmmended to

co血these hdings.

No clinically signiGcant change in


