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WIRB HASAPPROVED THE FOLLOWING LOCATIONSTO BE USED IN THE RESEARCH:

e |CDDR,B's Matlab Health and Demographic Surveillance Survey (HDSS) area, Bangladesh, Matlab Health Research Centre,
PO Matlab, Dist-Chandppur, , Bangladesh

If the Pl hasan obligation to use another IRB for any sitelisted above and has not submitted a written statement from the
other IRB acknowledging WIRB'sreview of thisresear ch, please contact WIRB's Client Services department.

ALL WIRB APPROVED INVESTIGATORSMUST COMPLY WITH THE FOLLOWING:

1. Conduct the research in accordance with the protocol, applicable laws and regulations, and the principles of research
ethics as set forth in the Belmont Report.

2. Unless consent has been waived, conduct the informed consent process without coercion or undue influence, and
provide the potential subject sufficient opportunity to consider whether or not to participate.

a. Useonly the most current consent form bearing the WIRB "APPROVED" stamp.

b. Provide non-English speaking subjects with a certified translation of the approved consent form in the
subject's first language. The translation must be approved by WIRB.

c. Obtain pre-approva from WIRB for use of recruitment materials and other materials provided to subjects.

3. Obtain pre-approva from WIRB for any planned deviations that could adversely affect the safety or welfare of
subjects, or the integrity of the research data and any changes in the research activity. The only exception iswhen
changes are necessary to eliminate apparent immediate hazards to subjects. |mmediately report to WIRB any such
emergency changes implemented.

4. Promptly report to WIRB any new information that may adversely affect the safety of the subjects or the conduct of
thetrial.

a.  Report to WIRB all adverse events that are unanticipated and possibly related, within 10 days of the
investigator becoming aware of them.

b. Promptly report to WIRB other unanticipated problemsinvolving risks to human subjects or others.
These events do not readily fit the formal definition of Adverse Event, but could impact human subject
safety and/or rights. Examples include theft of a computer containing private identifiable subject
information, or study staff getting ill from inhaling a study agent.

¢. Provide reportsto WIRB concerning the progress of the research, when requested.
5. Report to WIRB any unplanned protocol variance that could adversely affect the safety or welfare of subjects, or the
integrity of the research data, within 10 days of becoming aware of the variance. Other unplanned variances may be

recorded on alog and submitted with continuing review reports.

Federal regulationsrequirethat WIRB conduct continuing review of approved research. You will receive Continuing
Review Report formsfrom WIRB. Thesereports must bereturned even though your study may not have started.
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