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1. Study lIdentification
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nsanseazdnaLazdnmuatafirmusld Tun
*Organization’s Unique Protocol ID: La"dﬁﬁ’lu
IasunsaydAannauznIsunsasasssuluay
*Brief Title: #01A39n13330&Y 9

Acronym: Fgazauinlasenisive (@)
*$Study Type: 5:ii8U75798

2. Study Status

* mnafodayadl clinicaltrials.gov Hagnissiay
nsanlfiAsufiau lddutiuagliaansniuiunay
saldla

t = FDAAA Aaflayal US FDA fiaunis
navannsandayansuiiuliaan continue
Walingaumnausald
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* 4 Record Verification Date: Aa Juflfidula3u
nsaydRIINANENITUNITAILETINNTIAE WA
* § Overall Recruitment Status: AR F01UTINU
Feuilegtiuduesiifudanliinuden 8 fidan
laun Not yet recruiting, Recruiting, Enrolling
by invitation, Active not recruiting, Completed,
Suspended, Terminated (Halted Prematurely
and Withdrawn)

 Study Start Date: Aa "'a’u‘*?'i@mﬁuimﬂa

* $ Primary Completion Date: Aa :Jju‘ﬁll,ﬁuﬁay]a

o
A va o v

BruFasuad ludiuil gIdusaaiaanaiin

Type: Fusunannduiuiiaindreuisaaziasa
(Anticipated) ¥i3a ufila5a93a (Actual)

Study Completion Date: ‘?uﬁﬁwmﬁmswﬁimﬂa
Sausan

Type: Susunarnduiuiiaainuisaaziasa
(Anticipated) 3o ufia5993e (Actual)
lansansnuazdunnsudIuudl ASN save
azUsngrisnasialy

\unisasunaaiafniuiagnsansuazidun
favun usiagnin (Wansandayaideuianuds 19
viuAdn continue taflaztiufindayauazuiu
Tutumawsiall vidadwinusiaonisasnga liadn

3. Sponsor/Collaborators

quit Fefayanaunthiinldnsanluudaasionoag]
ladaunsnsandayaraluiudaly 1 lldle
foyadl tufinlianniusn Tawadn OK Lita?
nsantayasia
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Responsible Party: U5znauaigsiiiaan
Sponsor, Primary Investigator,

Sponsor-Investigator

4. Oversight
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Sponsor: nU3EUN AU
Collaborators: §il3zaua1u (613)

FDA Regulated Intervention?: Lﬂumu?ﬁﬂﬁ
AIuANlae FDA visald Tidanmay Yes/No
IND/IDE Protocol?: 1{uguiseaiaaiuenlng
209 FDA %3033n15 tA3avielnd q wialy
Aaanmau Yes/No

Board Approval: &01ug Ethics  ENNGUREI N
Usznaumie 6 Falaan [ALA Request not yet
submitted (M&uza Ethics), Submitted pending
(9 Ethics wa28¢5¥MI19N1958WA1T8U),
Submitted approved (la3un1saydiungn),
Submitted exempt (FUNINTUILAILELASUANS
#nLIY), Submitted denied (FUNANTUIUAILK
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gnufjias), Submission not required (lddiil)
Board Name: #02auAnizn3sunisa38a33uns
Fagluau

Board Affiliation: F28a289ALNSINANT (013)
Board Contact: Fafj3ufiaratlunnznssunis
Q3ta9IuN It luAY

Data Monitoring Committee?: AnsfamIN2ag
Atenssun1sraali lWidanmau Yes/No

Plan to Share Data?: ﬁmim\umuﬁﬁ]mml,wi
1ayansaly MWiaanmay Yes/No/Undecided
Oversight Authorities: #u1801U7QUATEHU
UIUANR
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5. Study Description

Brief Summary: a5Uu1u3dulagea
Detailed Description: 83U1251882L88ANUIAY

6. Conditions
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Conditions or Focus of Study: s18azidanviada
AngITaunuuIfy 1aanlaann Search MeSH
Keywords: 518azL08aRi2afne12aunuanuiag

7. Study Design
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Primary Purpose: 1 8 Auaanlawn Treat-
ment/Prevention/Diagnosis/Supportive Care/
Screening/ Health Services Research/Basic
Science/Other

Study Phase: { 7 sadanlaun N/A, Phase 0,
Phase 1/ Phase2, Phase 2, Phase 2/ Phase3,
Phase3, Phase4

Intervention Model: i 4 saudanlaun  Single
Group/Parallel/Crossover/ Factorial

Number of Arms: 1d9117U Arms 28941133t
Masking: & 3 Aaldanlaun Open Label/Single
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Blind/Double Blind

Allocation: 3 3 fitdanlaun N/A, Randomized,
Non- Randomized

Study Classification: 4 9 falaanlauwn  N/A,
Safety, Safety/Efficacy, Efficacy, Bio-equiva-
lence, Bio-availability, Pharmacokinetics, Phar-
macokinetics/dynamics, Pharmacodynamics
Enroliment: ngufaat1g Type: lHniauidan
UIUAIANMIRIIAINGNFIALN (Anticipated) Haa
F1UIUYDINGUHAIDENIDTY (Actual)



© A& aa A
sTuRNAss s KGRI EIA

8. Arms and Interventions

8.1 Arms
Arm Label: TAvinuszygangun1snaaavatiutia Arm Description: l¥nsansiuazidanaay
Arm Type: il 6 fadan [Aun Experimental/ intervention
Active Comparator/ Placebo Comparator/ Sham +Add Arm: AGNLEANLNALANLNAUNITNAAAIFNY
Comparator/No intervention/Other laaanuuuld
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8.2 Intervention
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Intervention Type: & 9 Fndandail Drug,
Device, Biological/ Vaccine, Procedure/
Surgery, Radiation, Behavioral, Genetic, Dietary
Supplement, Other

Intervention Name: l#insanZangunisnaany
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Other Name: Fadu (6 3)

Intervention Description: afunas1uazidem
ANINAADY

+Add Intervention: AantiunsdiffaunsLfiy
NFUNIINAARY
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3. Cross-Reference lufdaflazusingmisanismaaavaiufilansanlilu Arms wag Intervention

FurnnumagaanmussiaunsIvenisaaniuull

9. Outcome Measures
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Primary Outcome Measure: WadWsh 1 #aa
HAAWENAN WEAUNTONTEAZIB LA TaNAANE S2e
nafifudayauasAaiunsnadngiy

Secondary Outcome Measure: Naﬁwﬁﬁ 2 ¥i38
HAAWEIaY NEauNTANTLATAA TaKNAANE Suue

10. Eligibility
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s %

nafiudayauasAIa U A AN LY

Other Outcome Measure: KaaNEaY 9 W3aunNsan
MNuazdun Fanaans szazaiiuioya uaze
ASUNENAANS Y

Gender: WAYAUNGUATaLE I 3 Fadan A
Both/Female/Male

Age Limits: 18209nq16I9879 Ldan Minimum:
1yianfigatiinasd uway Maximum: 215N
fgafdnmd luidaiidndudandannian
rau § 7 dudan fuil Years, Months, Weeks,
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Days, Hours, Minutes, N/A #iduanniaanwuae
Wa7 ALAIUIONIANTNUINGILALA

Accepts Healthy Volunteers?: 2au5Uaanding
Aflgunmavsaly

Eligibility Criteria: 1¥insaninavin1sAnLINLaL
NANMIARBaNIAINGNAIA LY
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11. Contacts/Locations
11.1 Contacts

Central Contact: n3an7a WINANA FEAUNTANTN
DI AAFANAN

Central Contact Backup: nsania UNUAnNa
FLAUNTIAN WYL FAGIAY

11.2 Locations

Overall Study Officials: nsania wu#ANa
seaumsAnwuazntinlunuiseaaadisandn
4 3 Aaaanlaun Study Chair, Study
Director, Study Principal Investigator
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12. References

1#AdN + Add Citation 2zUsngmugUaIuaIY
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FaynuanunsaAunIUIuanasanedalan Pubmed ID 1nnsanlalag naYaINUUAAN Lookup
https://www.ncbi.nlm.nih.gov/pubmed/ a3t ﬁ%‘ﬂiﬂﬂg} References fagu

MagaInnIan References 3ausaauad Wiy
AAN WWanaugniinan Augl
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aagmuiiu ClinicalTrials.gov BrausBusiiuns
et muneaeAilF5unsiusen ClinicalTrials.gov
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Identifier HUNANFIULAATFAUTIVUNTNITINTENS
vi3aAnENITUNTIAMIUsEga wasddaeinting
Sumgavlunsnenuransaivanuiuszey q
AugAlATINTIdH

tand1sanudy

1. All information Retrieved August 16, 2016 from

www.ClinicalTrials.gov.com



