Date: September 9th, 2026 (Ethics approval date)

Notice Regarding Secondary Use and Transfer of Stored Samples and
Data from the RePORT Philippines Cohort to
Japanese Research Institutions

The study entitled “Tuberculosis in the Philippines: Understanding Mycobacterium tuberculosis
Lineage-Specific Risks of Infection and Transmission” (hereinafter referred to as “this study”) will
use samples and data already collected and stored in the RePORT Philippines cohort to examine the
relationship between Mycobacterium tuberculosis lineage, host immune responses, and clinical
outcomes. No new participants will be recruited, and no additional blood draw or specimen
collection will be performed.

At the time of participation in RePORT Philippines, participants consented that their samples and
data may be stored, used for future research, and shared with overseas research institutions. The
specific study details and recipient institutions have now been determined.

If you would like to know more about this study, or if you do not want your samples or data to be
used in this study or transferred to Japanese research institutions, please contact the office listed
below. Your decision will not cause any disadvantage in your medical care or other services.

Study Title:
Tuberculosis in the Philippines: Understanding Mycobacterium tuberculosis Lineage-Specific Risks
of Infection and Transmission

Lead Institutions and Principal Investigators:

e  Philippines-side Principal Investigator: Dr. Marissa M. Alejandria, Institute of Clinical
Epidemiology, National Institutes of Health, University of the Philippines Manila

e  Japan-side Principal Investigator: Reiko Miyahara, Department of Epidemiology, National
Institute of Infectious Diseases, Japan Institute for Health Security

Collaborating Institution

e  Takeshi Tanaka, Department of Clinical Medicine, Institute of Tropical Medicine, Nagasaki
University

[ ]

Study Participants:

Participants are pulmonary tuberculosis patients and household contacts enrolled in RePORT

Philippines for whom the clinical data, follow-up data, laboratory data, or stored samples required

for this study are available.

Samples and Data to be Used or Transferred:

This study will use or transfer stored samples from the RePORT Philippines Cohort, including
PBMCs, human DNA, Mycobacterium tuberculosis culture isolates, or Mycobacterium tuberculosis
DNA, as well as existing information such as age, sex, comorbidities, symptoms, chest imaging
findings, sputum smear and culture results, drug susceptibility test results, treatment details,
adherence, treatment outcomes, household exposure history, IGRA results, and information on
tuberculosis development during follow-up.

Additional analyses will include Mycobacterium tuberculosis whole-genome sequencing,
immunological analyses using PBMCs (Peripheral Blood Mononuclear Cells), single-cell RNA
sequencing, cytokine and chemokine profiling, and NAT2 genotyping.



Purpose of Use:

The purpose of this study is to clarify the association between exposure to Mycobacterium
tuberculosis Lineage 1, 2, or 4 and infection, immune responses, progression to active tuberculosis,
transmission, and clinical outcomes among household contacts. The study will also evaluate the
association between NAT2 genotype and tuberculosis treatment outcomes and long-term prognosis.

Study Period and Planned Start of Use or Transfer:

The study period is from April 1, 2026 to March 31, 2028. Use of samples and data, or transfer to
Japanese research institutions, is planned to begin after completion of the required ethics approvals
and institutional agreements, on or after [Month 2026].

Handling of Samples and Data in This Study:

This study has been approved by the University of the Philippines Manila Research Ethics Board
(UPMREB) (Approval No.: RGAO-2026-0396; approval date: May 29, 2026) and the Ethical
Review Committee of Japan Institute for Health Security (JIHS) (Approval No. , approval
date: ).

The recipient country for the samples and data is Japan, where the Act on the Protection of Personal
Information applies. Before transfer, direct identifiers such as name, address, contact information,
patient ID, and medical record number will be removed, and samples and data will be managed
using study identification numbers. Japanese research institutions will not receive direct identifiers
or the linkage table.

Samples and data will be used only within the scope of the approved research protocol and
institutional agreements by the principal investigators, co-investigators, authorized analysts, and
necessary contracted service providers. Study results will be published only in aggregate form so
that individual participants cannot be identified. Individual research results will not generally be
returned to participants.

If You Do Not Want Your Samples or Data to Be Used or Transferred:

If you do not wish your samples or data to be used in this study or transferred to Japanese research
institutions, please contact the office below. If you refuse or withdraw consent, your samples and
data will be excluded from the transfer or analysis for this study to the extent possible. If analyses or
aggregate summaries have already been completed and individual-level exclusion is no longer
feasible, your samples and data will not be used for new analyses or further transfer from that point
onward, to the extent possible.

Principal Investigators and Contact for Inquiries or Refusal Requests:
UPMREB Chair: Dr. Jacinto Blas Mantaring II1

Address: Room 205, Paz Mendoza Building, College of Medicine, UP Manila
Email: upmreb@post.upm.edu.ph

Tel: +63 2 8522 2684

Mobile: +63 927 326 4910

Philippines-side Principal Investigator: Japan-side Principal Investigator:

Dr. Marissa M. Alejandria, Dr. Reiko Miyahara

Institute of Clinical Epidemiology, Department of Epidemiology,

National Institutes of Health, National Institute of Infectious Diseases (NIID)
University of the Philippines Manila Japan Institute for Health Security (JIHS)
Telephone: (02) 8254-5205 Telephone: +81-(0)3-5285-1111

Email: mmalejandria@up.edu.ph Email: miyahara.r@jihs.go.jp
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