






in the labeling under § 201.57(c) of this chapter;

previously submitted to the agency, which may include (but are not limited to) data
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PART 814-PREMARKET APPROVAL OF MEDICAL DEVICES

6. The authority citation for 21 CFR part 814 continues to read as follows:

Authority: 21 U.S.C. 351, 352, 353, 360, 36Oc-360j, 371, 372, 373, 374, 375, 379, 37ge,

381.

003078

7. Section 814.3 is amended by adding paragraph (0) to read as follows:

§ 814.3 Definitions.

(5) For purposes of paragraph (1)(2) of this section, information will be

(A) To add or strengthen a contraindication, warning, precaution, or adverse

derived from new clinical studies, reports ofadverse events of a different type or greater

severity or frequency than previously included in s~bmissjons to FDA, or new analyses

of previously submitted data~ meta-analyses).

considered newly acquired if it consists of data, analyses, or other infonnation not

reaction for which the evidence of a causa! association satisfies the standard for inclusion

package insert required in § 201.57(a) of this chapter (which must be made under

paragraph·(!)(l) of this section), to accomplish any of the following:

label, or container label to reflect newly acquired infonnation, except for changes to the

(2) Labelin chan es re uinn su lement submission-- roduct with a labelin

change that may be distributed before FDA approval. (i) An applicant shall submit, at the

time such change is made, a supplement for any change in the package insert, package



(2)" •
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(d)(I) After FDA approves a PMA, any change described in paragraph (d)(2) of

this section to reflect newly acquired information that enhances the safety of the device or

the safety in the use of the device may be placed into effect by the applicant prior to the

receipt under § 814.17 ofa written FDA order approving the PMA supplement provided

that:

(0) Newly acquired information means data, analyses, or other. information not

previously submitted to the agency, which may include (but are not limited to) data

derived from new clinical studies. reports of adverse events of a different type or greater

severity or frequency than previously included in submissions to FDA, or new analyses

of previously submitted data~ meta-analyses).

8. Section 814.39 is amended by revising paragraphs (d)(I) introductory text and

(d)(2)(i) to read as follows:

§ 814.39 PMA supplements.



(i) Labeling changes that add or strengthen a contraindication, warning,

precaution, or infonnation about an adverse reaction for which there is reasonable
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for Policy.
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evidence of a causal association.


