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21 CFR 807.81(a)(3).

Section 520(f) of the Food, Drug, and Cosmetic Act.

61 FR 52501-52662, October 7, 1996.

Section 704(e) of the Food, Drug, and Cosmetic Act.

ODE Bluebook Memorandum No. K86-3 (June 30, 1986), " Guidance of the CDRH
Premarket Notification Review Program."

21 CFR 820.3(w), effective June 1, 1997.

il 2 1X. ODE Bluebook Memoranda K86-3, K90-1%, F /- IXERBERMON A & A
XEEBR,

21 CFR 807.92(a)(3).

"Premarket Notification Document (510(k)) for Daily Wear Contact Lenses," May 12,
1994.

21 CFR Part 820

ODE Bluebook Memorandum K95-1 (November 21, 1995), “510(k) Requirements
During Firm-Initiated Recalls.”

ODE Bluebook Memorandum G91-1 (March 8, 1991), “Device labeling guidance.”

21 CFR 807.81(a)(3).

21 CFR 801 Subparts C and D.

“Write It Right, Recommendations for Developing User Instruction Manuals for
Medical Devices Used in Home Health Care,” HHS Publication (FDA) 93-4258,
August 1993.

ODE Bluebook Memorandum G91-1 (March 8, 1991), “Device labeling Guidance.”
Section 513(i)(1) of the Food, Drug, and Cosmetic Act.

21 CFR 807.81(a)(3).

21 CFR 878.4800.

21 CFR 878.9 “Limitations of exemptions from section 510(k) of the Federal Food,
Drug, and Cosmetic Act (the act).”

ISO 10993-1, Biological Evaluation of Medical Devices, Part 1: Evaluation and
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21 CFR 820.80(a).

21 CFR 807.81(2)(3)().

21 CFR 801.4 “Meaning of intended uses.”

21 CFR 814.20(b)(3)(0).

ODE Bluebook Memorandum K86-3 (June 30, 1986), “Guidance on the CDRH
Premarket Notification Review Program.”

21 CFR 809.3(a).

Section 201(k) of the Food, Drug, and Cosmetic Act.

Section 201(m) of the Food, Drug, and Cosmetic Act.
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