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TITLE 21--FOOD AND DRUGS

CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER H--MEDICAL DEVICES

PART 812 INVESTIGATIONAL DEVICE EXEMPTIONS

Subpart A--General Provisions

Sec. 812.1 Scope.

(a) The purpose of this part is to encourage, to the extent consistent with the protection of
public health and safety and with ethical standards, the discovery and development of
useful devices intended for human use, and to that end to maintain optimum freedom for
scientific investigators in their pursuit of this purpose. This part provides procedures for

the conduct of clinical investigations of devices...

Sec. 812.2 Applicability.

(a)General. This part applies to all clinical investigations of devices to determine safety
and effectiveness, except as provided in paragraph (c) of this section.

(b)Abbreviated requirements.

(c)Exempted investigations. This part, with the exception of 812.119, does not apply to
investigations of the following categories of devices:

1)

(6)
(7) A custom device as defined in 812.3(b), unless the device is being used to determine

safety or effectiveness for commercial distribution.

Sec. 812.3 Definitions.

(a)

(b)Custom device means a device that:
(1) Necessarily deviates from devices generally available or from an applicable
performance standard or premarket approval requirement in order to comply with the
order of an individual physician or dentist;
(2) Is not generally available to, or generally used by, other physicians or dentists;
(3) Is not generally available in finished form for purchase or for dispensing upon
prescription;
(4) Is not offered for commercial distribution through labeling or advertising; and
(5) Is intended for use by an individual patient named in the order of a physician or

dentist, and is to be made in a specific form for that patient, or is intended to meet the



special needs of the physician or dentist in the course of professional practice.
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Custom Devices

Orthopedic Surgical Manufacturers
Association
October 22, 2010

Bryan H. Benesch
Office of Compliance
Center for Devices and Radiological Health

Custom Device Definition

Under section 520(b) of the Act, 21 U.S.C. 360j(b), and 21 C.F.R.
812.3(b), a custom device is one that:

m Necessarily deviates from devices generally available or from an
applicable performance standard or premarket approval requirement
hn order to comply with the order of an individual physician or

entist;

Is not generally available to, or generally used by, other physicians
or dentists;

Is not generally available in finished form for purchase or for
dispensing upon prescription;

Is not offered for commercial distribution through labeling or
advertising; and

Is intended for use by an individual patient named in the order of a
physician or dentist in the course of professional practice. 2




Meeting the e[Lémption

m [he custom device e[@mption is an e[émption to a
comprehensive regulatory statute concerned with
public safety and therefore must be strictly
construed. United States v. . . . 5,[06 Bolas, [TH
F.2d 105, at 113 (1st Cir. Sept. 28, 1[80). In order
to qualify for the custom device e[émption, a
device must meet all five prongs of the custom
device definition. United States v. [INDOLTC, No.
080363, 2001U.S. App. IS 6[%2, at (130
(11th Cir. March 30, 20000. Further, the petitioner
bears the burden of demonstrating that the medical
device meets the statutory criteria of the custom
device e[@émption. Id. at (J1[]

OSMA [luestions

How does FDA distinguish between a
[dustom[And [dustomildble[Hevice 1 lhat
are the requirements for each]

Does FDA plan to make a change to the
regulations to provide a definition for
‘customildbleT

Are there any plans to issue additional
guidance on this topicl[]




OSMA Questions

m Are there any device categories for which
FDA has particular concerns? If so, why?

m How often, during an inspection, does FDA
identify and disagree with a manufacturer’s
use of the custom device regulations?

— If this occurs, what is the typical process to
resolve the disagreements?

— What is the typical outcome?

OSMA Questions

m [s it possible to use a device as a
custom device in the USA, which is
commercially available outside the
USA?

m What are the requirements to be
fulfilled for the shipment of custom
devices into the USA?

m Any other questions?

- 53—
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ASTM F75, Standard Specification for Gobalt-28Chromium-6 Molybdenum Alloy
Castings and Casting Alloy for Surgical Implants (UNS R30075)
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Cobalt-20Chtomium-15Tungsten-10Nickel Alloy for Surgical implant Applications
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Forgings for Surgical Implants (UNS R31537, R31538, R31539)

ASTM F1091, Standard Specification for Wrought
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ISO 21534, Non—active surgical implants—Joint replacement implants—Particular requirements

ISO 14630, Non—active surgical implants General requirements

FDA GUIDANCE, “Class II Special Controls Guidance Document: Hip Joint Metal/Polymer Constrained
Cemented or Uncemented Prosthesis; Guidance for Industry and FDA”

FDA GUIDANCE (draft), “Guidance Document for Testing Non-Articulating, “Mechanically Locked”,
Modular Implant Components”

FDA GUIDANCE (draft), “Guidance Document for the Preparation of Premarket Notifications for Ceramic
Ball Hip Systems”

FDA GUIDANCE (draft), “Guidance for Industry on the Testing of Metallic Plasma Sprayed Coatings on
Orthopedic Implants to Support Reconsideration of Postmarket Surveillance Requirements”

FDA GUIDANCE (draft), “Guidance Document for Testing Orthopedic Implants with Modified Metallic

Surfaces Apposing Bone or Bone Cement”
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ISO 7206-1, Implants for surgery — Partial and total hip joint prostheses — Part 1: Classification
and designation of dimensions

ISO 13779-1, Implants for surgery - Hydroxyapatite — Part 1: Ceramic hydroxyapatite

ISO 13779-2, Implants for surgery - Hydroxyapatite — Part 2: Coatings of hydroxyapatite

IS0 13779-3, Implants for surgery - Hydroxyapatite — Part 3: Chemical analysis and characterization
of crystallinity and phase purity

ISO 13779-4, Implants for surgery - Hydroxyapatite — Part 4: Determination of coating adhesion
strength

ASTM F86 Standard Practice for Surface Preparation and Marking of Metallic Surgical Implants

ASTM F1044 Standard Test Method for Shear Testing of Calcium Phosphate Coatings and Metallic Coatings

ASTM F1147 Standard Test Method for Tension Testing of Calcium Phosphate and Metal Coatings

ASTM F1612 Standard Practice for Cyclic Fatigue Testing of Metallic Stemmed Hip Arthroplasty Femoral
Components with Torsion

ASTM F2009 Standard Test Method for Determining the Axial Disassembly Force of Taper Connections of
Modular Prostheses

ASTM F2068 Standard Specification for Femoral Prostheses - Metallic Implants

ASTM F2033 Standard Specification for Total Hip Joint Prosthesis and Hip Endoprosthesis Bearing
Surfaces Made of Metallic, Ceramic, and Polymeric Materials

ISO 7206-10, Implants for surgery — Partial and total hip—joint prostheses — Part 10: Determination

of resistance to static load of modular femoral heads
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ISO 11135, Medical devices —— Validation and routine control of ethylene oxide sterilization

ISO 11137, Sterilization of health care products —— Radiation

ISO 14160, Sterilization of single-use medical devices incorporating materials of animal origin ——
Validation and routine control of sterilization by liquid chemical sterilants

ISO 11607, Packaging for terminally sterilized medical devices

AAMI/FDS-1 TIR 27 Sterilization of health care products — Radiation sterilization —Substantiation
of 25 kGy as a sterilization dose — Method VD max

AAMI TIR 33 Sterilization of health care products — Radiation — Substantiation of a selected
sterilization dose — Method VDmax
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ISO 13485, Medical devices — Quality management systems — Requirements for regulatory purposes
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