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Approval Letter Ethics Committee of Xinhua Hospital Affiliated to Shanghai Jiaotong University School of Medicine

#A4F5: XHEC-C-2021-009-2 SWEE/B M
Approval Number Meeting No./Date: M2021-002/2020-03-09

AL =L 5T B2 B 7 27 R P s PR B 7T
WHILTT IR/ 97" Protocol Title/Number | Prospective clinical study on the efficacy of three-dimensional corrective

exercise therapy for idiopathic scoliosis
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4AETH H51 %R
A Reviewed documents Preliminary review: 1.Application for clinical trial ethic review; 2.Clinical
trial protocol (Version2.0/2021.01.28); 3.Informed consent form(For children
between 8-16 years old, Version2.0/2021.01.28);4.Informed consent form(For
legal guardians, Version2.0/2021.01.28); 5.Case Report Form: 6.Recruitment
advertisement; 7.Principal Investigator Biography
Re-review: 1. Application for re-review; 2.Clinical trial protocol
(Version3.0/2021.03.24); 3.Informed consent form(For legal
guardians, Version3.0/2021.03.24); 4.List of modified files

lERIRB A4S CFDA No. | NA

WER 254/ 2804 FK Study Product | NA
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CEHIE RS T 2021 4E 3 A 9 B E AT T HIH. AL EIER_19 A, SEB_19 A, EE 0 A
AL, LIEENUERE. FAEEL: XHEC-C-2021-009-1.

2021 4F 4 A 2 BRI F il K. HESER: BE. 5 A 5 BB H 2B RS T AR E
FIF AN AR o

. ERHIR. O3A4NF O64NA mI2MNA OFEH

- On March 9th, 2021, the Ethics Committee conducted a preliminary examination of the project. At this

meeting, 19 members should be present, 19 actually, and 0 avoided. Examination results: Agreed after necessary

modification. Review comment: XHEC-C-2021-009-1.
On April 2, 2021, the Committee received the application for re-review and revised documents. The result of

review is: agreed. Please implement the approved research protocol strictly.

The frequency of tracking review: 03 months 06 months 12 months ONA

FEER (A @

Director of Ethics Committee (signature): Jingsong Li

Xinhua Hospital Ethics Committee Affiliated to
Shanghai Jiaotong University School of Medicine
202154 H 8H April 8, 2021

HEHEM GETHIREBE) Notes:
1. BT EFOEEASEERASHENTENT, NEEERSLHNBEER. BEXEERER (4

Mk AR R B S BT (2020). (EFRMIEHRAREREEME) (2016). BREEFTER (¥
BAREYESHACEEENE) (2016). WMA (H/REEE ) (2013) Fl COMS/WHO (B R A
g B AR L R E PRACEE M) (2016) FN ICH-GCP 5 AHZ%1EZE M. The approved project shall be
executed in accordance with the plan approved by the Ethics Committee. Should follow the national drug
administration, the national health committee, the quality control standard for clinical trials (2020), the
quality of medical instrument clinical trial management norms "(2016), the national health and family
planning commission" relating to the people of biomedical research ethics review method "(2016), WMA the
declaration of Helsinki (2013) and CIOMS / WHO International Code of Ethics on Research Related to
Human Health (2016), ICH-GCP and other relevant laws and regulations.
2. AEFRURERES AL AR —FEALIE, SYRSEMA, A BTELE. This clinical
research should come into force within 1 year from the date of approval. Overtime will be automatically
invalid.
3. FRFUEERt, SOy SRS R AR S S T A BB, RART MR EEZ R 2 H H . During the
study, any changes made to the study protocol, informed consent and other relevant documents shall be

submitted to the ethics committee for review.
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GRS I B2 AR, R AR, D ERE 2 & B B FEE T . [n order to eliminate
the urgent harm to the subjects, if the researcher modifies or deviates from the test protocol without the
approval of the ETHB, he/she should report to the ETHB and the sponsor in time, and explain the reasons,
and report to the drug regulatory authority when necessary.

BT A0 U B o 0 SR AR PRI IR AR R A5 B S P 2 R B B B, A FE A MiadT, &
BTSSR, LIRR RS FREM, IR M EEEE R S il A R AT AT RE B AR TN
Fedi AN R M. After receiving the relevant safety information of the clinical trial provided by the sponsor,
the investigator should sign and read it in a timely manner, consider the treatment of the subjects and whether
to make corresponding adjustments, communicate with the subjects as soon as necessary, and report any
suspicious and unexpected serious adverse reactions provided by the sponsor to the ethics committee.

B 2 B B R AR IS, BTSLE B4 LB RIS . 0B R, JHRHEARE
#4H. If the sponsor terminates or suspends the clinical trial, the investigator shall immediately report to the
clinical trial institution and the ethics committee, and provide detailed written explanations.

BEE ALK RETECLRBNIGKRE, FRERSERIRBIIE. BrERE, HiRE
VA BE U If the IRC terminates or suspends the approved clinical trial, the investigator shall
immediately report to the clinical trial institution and sponsor, and provide detailed written explanation
WHE R M AL R SR HRRIR (94EE R . The investigator shall submit an annual report of the
clinical trial to the IRB.

0 AT B 2 B IR R AT (0 SRR BN R E R ISR, T AE ML RRAEAE . RERA
SFEFRBHPERE . WRRBERE, HAENLRAGEZRS R ‘

The investigator should report in writing to the sponsor, the ethics committee, an tﬁ’%p\nca

‘/ N
soon as possible any circumstance that could significantly affect the 1mpleme tatm of h chmcafam 1 or
increase the risk to subjects. Upon completion of the clinical trial, the investigat ’%ll p 6" vide the

a summary of the clinical trial results.
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