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“New Drug and Biological Products: Evidence Needed to Demonstrate
Effectiveness of New Drugs When Human Efficacy Studies Are Not
Ethical or Feasible.”

“ErOHMRARNREBH TRV, FLERETEGDEEDHTERE"
Federal Register 67: 37988-37998, May 31, 2002. (Final Rule)

* 21 CFR 601.90-95 (biologicals)

* 21 CFR 314.600-650 (drugs)
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Health topics

Zika virus

Zika virus is a mosquito-borne virus transmitted by Aedes mosquitoes. The same mosquito also transmits 3
other vector-borne diseases — dengue, chikungunya and yellow fever — across tropical and subtropical
regions around the world. The most common symptoms of Zika virus are headache, muscle and joint pain,
mild fever, rash, and inflammation of the underside of the eyelid. To lower the risk of being infected with Zika
virus: use insect repellent; cover as much of the body as possible with long, light-coleured clothing; empty,
clean or cover containers that can hold water to remove places mosquitoes can breed, and sleep under
mosquito nets.

Zika virus and complications
Full coverage of the current situation regarding Zika virus, clusters of microcephaly cases, and neurologic
disorders in some areas affected by Zika virus.
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Sixty—fifth session 12 September 2014 Manila, Philippines 13—-17 October 2014

Agreed global and regional immunization goals

Sustaining polio—free status

Maternal and neonatal tetanus elimination
Measles elimination

Hepatitis B accelerated control

Rubella elimination

Introduction of new vaccines

Additional regional immunization goals
Meeting regional vaccination coverage targets
Accelerated control of Japanese encephalitis
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Institutional Evolution
of the PPP Center

Per Executive Order No. 8, s. 2010,
as amended by Executive Order No. 136
signed last 28 May 2013:

=  BOT Center renamed as PPP Center

= Expanded mandate:

o BOT Law

o Joint Venture arrangements
o Other PPP arrangements

= PPP Center to directly report to the
PPP Governing Board

=  PPP Center Services:

Provide advisory services

Facilitate development of PPP projects

Manage the Project Development and

Monitoring Facility

o Capacitate national implementing
agencies and LGUs

o Advocate policy reforms

o Monitor implementation of PPP
projects

[ ]

201743A18H 33

oject BioShield

BioShield was announced by
President Bush in his State of the
Union address on January 28, 2003.

The DHS appropriations bill (PL 108-90) signed by President
Bush on 1 October 2003 provided $890 million in
discretionary funds in FY2004 and created a discretionary
reserve of $5.6 billion to fund the program through FY2013.

Funding is available for countermeasures once production of
licensable products is judged scientifically feasible. HHS will
be the procuring authority.

040 _— y 13

17



Supporting system
for MCM Development
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