RN

& K T e el
FIERREEBER T H
Hek 111217 £IL T LR E LM — B2015E
KA HEE
%g 1 02-28757384%3251
. , oy o . 1K 02-2871-3241
ZXE AMEBEE S B F15 48 * hcyang7@vghtpe.gov.tw

HxBd: PERAISFESA23A

BHXFIR b4 AR F # 10549013663

#wy o das

FERAFIEGRFZERR

MHE B ERERRREAE B EIITHRAE

EE  RESHARARISE D TEBERARTLRIEEALE
ERZMR-EBREFENE> (KRRIRB&%&IE !
2016-05-007BC) Fl BB R KB EAEZ R E EHATHRE
STtk FHER -

FEA

—~ REERNIOSEOSA 4B BARARKKREE G (=)L R
B H AR A —F
S AEHABRARKBREESTETHY -
I HEEIRARBREEEEWE
(TREHTEFARBFEZIATERATL > StEFT
AT °
(MR AR SRR S IR E F IS5 E T BB AN A
Edife] 0 RIFHINBEEARRASMH,, - CHEZE
L UARBEAREABRRBE B AR F TR
(E)EFREARARABRSRE B R EHR  FHNE A
RAT2ME A 268 (2 A68) MARRBEE ¢ PH
HHREL > BREEHRYTHEDIT
()RR EBEE - HHRPITH > EOARBRRBKREZE R
HELPHLEE &R BFEWH -
(B)LAREBRRARATOERN P FHERTEX T EETHA
AEBZITPHEHE - BRNARARRGREZE oL LR




BRFEEERE  FTEMRBEMEZIH -

(X)3RER & R BN A AR B A B3ME A A > k5 &0 X
WEF FHRATOHARABRRGBZEeRYEE -
B BRBEFH -

() kAR MRB HAE3ME A NI B L E - KRB LLL
RMEFTFIHETEIHA ARARRBREZE G F
ZEABBMEZFR > B PURATZRE -

(N)RE o BB/ A RRAES S EEH A Rttt
KLU EBMBEARER/ARAE YR ELI T
BAE o

BRI KREBELUNPFTXREG
BRI RARARRSREE &

_ENRRATK




’jé‘,'jl 2 b R R 82 F K
%géfl TAIPEI VETERANS GENERAL HOSPITAL
Ta\

e \ 201 SHIH-PAI ROAD. SEC. 2
7l NS TAIPEI, TAIWAN 11217

REPUBLIC OF CHINA
TEL- (8B6}-2-2871-2121

Bl & BB K R B /A R 2R F

IRB 4% : 2016-05-007BC ,

tE LR AR AME B8R B R A - 6 AR E oA
%FF‘i/‘-ﬁ‘%i?ﬂ\: RER B2/ HH B

HEXMRA B

1. 3+ £ % : Version 1.0; 2016/04/08

2. ¥ x4 & © Version 1.0; 2016/04/08

3. #RFEREEZ . waived

4, TR REAMHE ¢ waived

REAZRTREERRA  RERANEERT A EREREAMRBRE R € (Z)N1054
05A14B % 588 FHMMBE—F E106505A 138 2k > 4530 -
AEREWHEHAG R E RBRRBERN RAFARWEERE -
HEEXHFABREANANESRARREARRETR LR BES BRI AN I -
HEEXHFAZRDMA2EA 268 (2D A6H) REFFAFEZTH  ARRABARAMKR
ZERBBY  FTHREDST - (AFBEEBANRELIH LR AT LR R ZNE

B RN HiT)

B
% R %




W ok R OR & B K
EZ”“K ‘““%s:[ TAIPEI VETERANS GENERAL HOSPITAL

@ 201 SHIH-PAI ROAD, SEC. 2
/,H“ll\ TAIPEL TAIWAN 1217
REPUBLIC OF CHINA

TEL- {BB6)-2-2871-2121

Clinical Trial/Research Approval Letter |
May 14, 2016

IRB-TPEVGH No.: 2016-05-007BC

Protocol Title: Chronic side effects in rectal caﬁcer patients after radiotherapy—A Nationwide
Population-Based Study in Taiwan |
Department/Principal Investigator: Depaﬁinent of Oncology / Yu-Wen Hu, M.D.

Version date of documents:

1. Protocol : Version 1.0; 2016/04/08

2. Chinese Synopsis: Version 1.0; 2016/04/08

3. Informed Consent Form: waived

4. DSMP: waived

According to the written operating procedures, GCP, and the applicable regulatory requirements, this
study project is approved by the Institutional Review Board (2) of Taipei Veterans General Hospital on
May 14, 2016. This approval is valid for 1 year till May 13, 2017.

The board is organized under, and operates according to International Conference on Harmonisation
(ICH) / WHO Good Clinical Practice (GCP) and the applicable laws and regulations.

The principal iuvestigﬁtor is required to report Serious Adverse Events and Unanticipated Problems in
accordance with the governmental laws and regulations and TPEVGH requirements.

The principal investigator is required to submit the application for extension at least 6 weeks before the
expiration date. (If indicated by the regulations and laws, this project should be taken after the approval

of Ministry of Health and Welfare, R.0.C.)

Chairman

Institutional Review Board
Taipei Veterans General Hospital
Taiwan, R.O.C.
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Implementation Letter

Date: May 14, 2016

TPEVGH IRB No.: 2016-05-007BC

Department/Principal Investigator: Department of Oncology / Yu-Wen Hu, M.D.
Protocol Title: The risk factors of osteoradionecrosis on head and neck patients post
irradiation

The protocol has been approved by the Institutional Review Board (2) of Taipei Veterans
General Hospital and supervised by the Institutional Review Board (2) of Taipei Veterans
General Hospital. |

The implementation of the protocol is approved.

Shung-Tai Ho, M.D.
Chairman
Inst1tut10nal Review Board







