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[1] 21 U.S. Code §360j

[2] FD&C Act Sec. 520(0)(1)(A)

[3] FD&C Act Sec. 520(0)(1)(B)

[4] FD&C Act Sec. 520(0)(1)(C)

[5] FD&C Act Sec. 520(0)(1)(D)

[6] FD&C Act Sec. 520(0)(1)(E)

[7] FD&C Act Sec. 520(0)(1)(E)(i)

[8] FD&C Act Sec. 520(0)(1)(E)(ii)

[9] FD&C Act Sec. 520(0)(1)(E)(iii)

[10] “Enabling such health care professionals to independently review the bases for such recommendations that such software presents so
that it is not the intent that such health care professional rely primary on any of such recommendations to make clinical diagnosis or
treatment decisions regarding individual patient.” FD&C Act, Sec. 520(0)(1)(E)(iii)

[11] FOOD AND DRUG ADMINISTRATIONIFDA], Clinical and Patient Decision Support Software-Draft Guidance for Industry and Food and
Drug Administration (2017), .at 8

https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm587819.pdf (last visited Sep. 21,
2018)

[12] JF=2 ks “The sources supporting the recommendation or underlying the rationale for the recommendation should be identified and
easily accessible to the intended user, understandable by the intended user (e.g., data points whose meaning is well understood by the
intended user), and publicly available (e.g., clinical practice guidelines, published literature)”, id, at 8

[13] FOOD AND DRUG ADMINISTRATION[FDA], supra note 11
[14]FOOD AND DRUG ADMINISTRATION[FDA], supra note 11
[15] 21th Century Cures Act, Sec. 3060(b)

[16] Barbara J. Evans & Pilar Ossorio, The Challenge of Regulating Clinical Decision Support Software after 21st Century Cures.
AMERICAN JOURNAL OF LAW AND MEDICINE (2018), https://papers.ssrn.com/sol3/Delivery.cfm/SSRN_ID3142822_code1078988.pdf?
abstractid=31428228&mirid=1 (last visited Sep. 21, 2018)

[17] Id.

[18] Gail H. Javitt & J.D., M.P.H, ANESTHESIOLOGY, Regulatory Landscape for Clinical Decision Support Technology (2018),
http://anesthesiology.pubs.asahq.org/article.aspx?articleid=2669863 (last visited Sep. 21, 2018)

[19] REGULATIONS.GOV, Clinical and Patient Decision Support Software; Draft Guidance for Industry and Food and Drug Administration
Staff; Availability(Dec. 8, 2017) https://www.regulations.gov/docketBrowser?rpp=25&po=0&dct=PS&D=F DA-2017-D-6569&refD=F DA-
2017-D-6569-0001 (last visited Sep. 25, 2018)
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