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http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/InVitroDiagnostics/ucm301431.htm
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Introduced in the China approved by CFDA, then many ~ On standardize use of

from December 2012 to products of companies like Berry

prenatal screening and

January 2013 had got the approval from CFDA. diagnosis of cell free
1 | 1 DNA in pregnant women”
* HTA by

2014 2
The CFDA announced that it was
freezing the practice of NIPT in
China until the tests currently in use
could be validated for safety and
accuracy in February 2014, partly
due to DTC practice.

015 1 ‘ NHFPC

NHFPC issued a “Notice regarding approval
procedures for a pilot project involving clinical use of
high-throughput genetic sequencing” in China.

And 108 hospitals/facilities with prenatal
diagnostic agencies for high-throughput gene
sequencing were identified for pilot purpose.
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Figure 3.1. Life cycles of technologies and HTA products

Experi- Investiga-  MNearly Established
Basic Applied mental tional established

— N,
— / Obsolete?
=

—_—

research research

Note: TA = Technology Alert (early warning); MINI = Mini-HTA; CD = Cancer Drug HTA;
FHTA = Focused HTA; BHTA = Broad HTA; (see Section 1.2.4).

Source: Kristensen FB et al. 2002(3), updated by the author
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» Emerging technologies are technologies that are not yet adopted by the health

care system.
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d
Basic Translational Safety and Effectiveness General
biomedical research efficacy and cost- clinical use
research effectiveness

Primary data collection FPragmatic trials

e ———
Horizon scanning |
(early awareness and I ——————————————————————

alert activities) Reviews and early assessments

Full HTAs and
Cochrane style reviews

Market Access

Figure 1 The Continuum of HTA Activities
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In 2009 and
update in 2014
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