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2. Clinical Laboratory Services Market Size By Test (Human & Tumor Genetics, Clinical
Chemistry, Medical Microbiology & Cytology, Other Esoteric Test), By Service Provider
(Hospitals, Stand-Alone Laboratories, Clinics), Industry Analysis Report, Regional
Outlook (U.S., Canada, Germany, UK, Japan, China, Brazil, Mexico, South Africa),
Application Potential, Price Trends, Competitive Market Share & Forecast, 2016 — 2024.

Global Market Insight, 2016.

3. Precision Medicine Market Analysis & Trend - Therapeutics, Application- Forecast to
2025. Research and Market, 2016.

4. Lee YT and Oon CE. Cancer and Precision Medicine. Scientific Malaysian. 2017.
http://magazine.scientificmalaysian.com/web-exclusive/cancer-precision-medicine/

5. NCI and the Precision Medicine Initiative® ,
https://www.cancer.gov/research/areas/treatment/pmi-oncology

6. (P160045) Oncomine Dx Target Test, US FDA Decision Summary. ( Decision Date:
06/22/2017)

7. (P160038) Praxis Extended RAS Panel, US FDA Decision Summary. ( Decision Date:
06/29/2017)
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10. The Public Health Evidence for FDA Oversight of Laboratory Developed Tests: 20 case
studies, Nov 16, 2015.

11. Baggerly K, Morris J, Coombs K. Reproducibility of SELDI-TOF protein patterns in
serum: comparing data sets from different experiments. Bioinformatics.
2004;20(5):777-85.

12. Buchen L. Missing the mark: Why is it so hard to find a test to predict cancer? Nature.
2011;471:428-32.

13. Pharaoh PD, Palmeiri RT, Ramus SJ, et al. Ovarian Cancer Association Consortium. The
role of KRAS rs61764370 in invasive epithelial ovarian cancer: implications for clinical
testing. Clin Cancer Res. 2011;17(11):3742-50.

14. Draft Guidance for Industry and Food and Drug Administration Staff, and Clinical

Laboratories- Framework for Regulatory Oversight of Laboratory Developed Tests
(LDTs), document issued on Oct 3, 2014.

15. Draft Guidance for Industry and Food and Drug Administration Staff, and Clinical
Laboratories- FDA Notification and Medical Device Reporting for Laboratory Developed
Tests (LDTs), document issued on Oct 3, 2014.

16. Discussion Paper on Laboratory Developed Tests (LDTSs), January 13, 2017.

17. Component that are legally marketed for clinical use refer to general purpose reagents,
immunohistochemical stains, and other components marketed in compliance with
applicable FDA regulatory requirements, e.g., properly labeled for in vitro diagnostic use
(21 CFR 809.10(a)(4)) and manufactured in compliance with quality system requirements
(21 CFR part 820).

18. Administrative Procedures for CLIA Categorization, Guidance for Industry and Food and
Drug Administration Staff, document issued on Oct 2, 2017.

19. Recommendations for Dual 510(k) and CLIA Waiver by Application Studies, Draft
Guidance for Industry and Food and Drug Administration Staff, document issued on Nov
29, 2017.

20. 42 CFR 493 - LABORATORY REQUIREMENTS
https://www.gpo.gov/fdsys/granule/CFR-2011-title42-vol5/CFR-2011-title42-vol5-part49
3/content-detail.html
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21. 1SO 15189:2012(en) Medical laboratories — Requirements for quality and competence,
https://www.iso.org/obp/ui/#iso:std:iso:15189:ed-3:v2:en

22. FHEHI LE LUK
http://www.fda.gov.tw:8080/TC/siteContent.aspx?sid=4243#.WjC9q1WWapo
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