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Ethical review and approval documents made by

Iithics Committee of Shandong Provincial Hospital for Skin Disease

No.

Project name
Project research
unit

Name of applicant
The main content
of studies involving

the human

Application date

Attendees

Opinion

Review comment:

This study is planned according to the ministry of health "involves people of biomedical research ethics
review method (trial) (2007)”, and will be performed in accordance with the ethical standards laid down in
the 1964 Declaration of Helsinki. In this study, subjects’ rights and interests are fully protected. There is no

potential risk to the subjects. The board of ethics committee agreed to the study work as planned.

2014-019

An Active Case-Finding Program Targeting IHousehold and Neighborhood

Contacts in a Low-Endemic Area of China

Shandong Provincial Institute of Dermatology and Venereology

Shandong Provincial Hospital for Skin Disease

Furen Zhang

Shandong achievevd the elimination of leprosy in 1994; however, the district
continues to report a relatively high number of cases of leprosy infection involving
deformity. Several studies have shown that individuals in contact with those who are
infected with leprosy are at high risk of developing the disease, and subclinical
infections among such individuals are important in the chain of Mycobacterium
leprae transmission. Some hyperendemic areas have shown growing interest in
active case finding. Furthermore, recent data from the World Health Organization
indicate high rates of relapse as well as extensive family history of leprosy among
people in the Shandong region of P.R. China, indicating a need to reconsider the
current approach to prevention. Active case finding was conducted in 20 counties of
Shandong Province among people infected with leprosy and their contacts.
[nvestigators and subjects have no conflicts of interest. The subjects' personal
privacy is protected.
2014-02-17
Member of EC:

Date of a conference 2014-02-24

Member of Presented: 7

5

Mem ber of Rejected: g

Member of Parries: o

Member of approved: The necessary corrections for Approved:

0

The necessary modifications for retrial:

The chairman of ethics committee signed: 7’};\1'] Won j

Seal:
Date: 72014.02.24

Note: This form shall be submitted by the Scientific Research Division-to the EC office of the

hospital.
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2014-019

The development and application of the leprosy risk screening chip and risk

assessment for Ilouse-hold contacts and the people infected with leprosy

Shandong Provincial Institute of Dermatology and Venereology

Shandong Provincial Hospital for Skin Disease

Furen Zhang

Our research team previously have performed a series of genetic investigations for
leprosy , with the fund of the grant from National Nature Science foundation of

China(30771943) and Shandong Science and technology research projects
(2006GG2302029), we have built the genetic resources library, including the 350
leprosy pedigrees, 10000 sporadic leprosy patients and 15,000 healthy control.
Based on this library we performed the genome wide association studies (GWAS)

and totally identified 25 susceptibility loci, which have been published on the

journals of New England Journal of Medicine, Nature Genetics, et al. According to

the previous finding, we constructed the leprosy screening chip with the 25
susceptibility loci, in order to screen leprosy high-risk population and provide
effective method for early diagnosis of subclinical patients. This risk screening chip
in some extent can lay the foundation for primary prevention and eliminate the harm
of leprosy.  Investigators and subjects have no conflicts of interest. The subjects'
personal privacy is protected.
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This study is planned according to the ministry of health "involves'people of biomedical research ethics
review method (trial) (2007)”, and will be performed in accordance with the ethical standards laid down in
the 1964 Declaration of Helsinki. In this study, subjects’ rights and interests are fully protected. There is no

potential risk to the subjects. The board of ethics committee agreed to the study work-as planned.
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