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AF 14-01/4.0
Faculty of medicine, Chulalongkorn University | Continuing Review Report

Please complete this form and submit to the Institutional Review Board before the due date.

A Continuing Report :
Date of Initial Approval : Date of last Approval : 0 diow O yn s e
_ 4/ 03/ 2556 14/ 03/ 2556 [0 &uannside vivelaidiu 17)
COHl_i}il:l-illg Report No ¢ | Due date: / /
Protocol title:
“mﬁzauf‘n'fa;caés?umLﬁmmnlmﬂiz@ﬂuwé‘lumﬁnmLLazﬁuwvnsx@néau 15%9]3/-51;10- bg:;d
dwiudeaiion” wie “Autologous Human Bone Marrow Mesenchymal use only

Stem Cell Transplantation for Cartilage Regeneration in Osteoarthritis

Knee”
Investigator: Investigator No.
1 { Has the data collection begun? Yes |
‘ No | X | Goto?
2 ’ FLiv: (ala been obtained directly from human participants? Yes Gotod
‘ No
3 __‘7 Ei_‘ V_}}__I}IA!\,vadd[d have you collected? ... %
4 Total participants exputed to be recruited at the beginning \

Number of participants recruited |

Number of participants expected to be recruited from now

Total drop-out or loss to follow-up

Total participants still active or in contact

Total participants completed

5 | Which pmu,dures do active participants have to undertake?

Questionnaire/interview

Specimen/sample collection

In vivo diagnostic devices

merventions: e.g. drug trial, surgical procedure, radiation, isotope,...

COThers (SPECITY) .ttt
6 | Have there been any unexpected adverse events previously Yes f;‘:gg
reported to IRB? Please specify No. of SAE report............ No I
7 | Are there changes to the protocol or consent forms not previously Yes | ::::2
reported to IRB? No [ X
8 | Explanatory Note: (if any)
‘Recruitmient has not been started after approval.
9 R( uest P\)I .......................... Foci v % 10 508 30 9 1818 70, iove 1o} 0188 56 51 13 06 (6 18, 814 181 9401 W18 )0 590 & 19 80 8 (42 Bk 1610 19 00 101 0 0L 60 6l 9 B 0 NG LB 0 680 o T
E /]
Tt S / —oorvo b+
Investigator Signature ........coovvuvneinnns L, dated...... T AN

(Please retain copy of the completed form for your study record.)

Reviewer’s Opinion :

Reviewer SIBA0TUIE sesivsiw ux svwwmmensssssssusamuonsmnss s ssomcsmamramnans dated............./..coi i,

Version 4.0 Date 11 May 2012






NI

AF 13-01/4.0

Faculty of Medicine,
Submission for Study Amendment

Chulalongkorn University

Instructior: Flease fill in the form or tick v in the box that applied, and attach documents if
necessary.

For the

Protocol tithe  Msugniewadsiuininanlonszgnuywdlunissnm e

d” i 9 U b 4 i d‘ <4
WATWUNNTZANDEUE Y IV NARBN  h3D
Marrow Mesenichymat Stem Cell Transplantation for Cartilage IRB. No.

Regeneration n Osteoarthritis Knee 509/55

Study Code: SMC Research

Principal Investigator: Dr. Yongsak Wangroongsub Investigator No,

 —

Sponsor: <awasaki Heavy Industries, Ltd.

1. Which part of the study do changes apply? (wore than one is possible)
Protocol
consent form
investigators v
OHNET (SPECIIN] cscmmesnnsessommus ssummnsisssmosss

2. List all pro oosed change(s) and rationale for change(s) (detailed documents can be
attached}

Principal Investigator has been changed to Dr. Pongsak Yuktananda.

3. How will the amendment affect the risk and benefit for the subjects?
Risk maybe [ Jincreased & same [ | decreased
Potential benefit may be [ ]increased M same ] decreased

4. How does the arnendrient affect the informed consent?
new consent is not required v’
new consent is in addition to the current one
new consent is to replace the current one

Note: Stucy anendments may not be instituted until written approval from the ethics committee is
received.

Investigato; /d 4“’"’ Y
signature. ... ... e e e Date....sasss Posisnssenlazussanss

(Please retain copy of the completed form for your study record.)

Version 4.0 Date 11 May 2012






