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not require submission of a PMA sup-
plement under paragraph (a) of this 
section and are eligible to be the sub-
ject of a 30-day notice. A 30-day notice 
shall describe in detail the change, 
summarize the data or information 
supporting the change, and state that 
the change has been made in accord-
ance with the requirements of part 820 
of this chapter. The manufacturer may 
distribute the device 30 days after the 
date on which FDA receives the 30-day 
notice, unless FDA notifies the appli-
cant within 30 days from receipt of the 
notice that the notice is not adequate. 
If the notice is not adequate, FDA shall 
inform the applicant in writing that a 
135-day PMA supplement is needed and 
shall describe what further information 
or action is required for acceptance of 
such change. The number of days under 
review as a 30-day notice shall be de-
ducted from the 135-day PMA supple-
ment review period if the notice meets 
appropriate content requirements for a 
PMA supplement. 

FDA will identify, in the advisory opin-
ion or correspondence, the type of in-
formation that is to be included in the 
report or 30-day PMA supplement. lf 
the change is required to be reported to 
FDA in a periodic report, the change 
may be made before it is reported to 
FDA. If the change is required to be re-
ported in a 30-day PMA supplement, 
the change may be made 30 days after 
FDA files the 30-day PMA supplement 
unless FDA requires the PMA holder to 
provide additional information, in-
forms the PMA holder that the supple-
ment is not approvable, or disapproves 
the supplement. The 30-day PMA sup-
plement shall follow the instructions 
in the correspondence or advisory opin-
ion. Any 30-day PMA supplement that 
does not meet the requirements of the 
correspondence or advisory opinion 
will not be filed and, therefore, will not 
be deemed approved 30 days after re-
ceipt. 

[51 FR 26364, July 22, 1986, as amended at 51 
FR 43344, Dec. 2, 1986; 63 FR 54044, Oct. 8, 1998; 
67 FR 9587, Mar. 4, 2002]

Subpart C—FDA Action on a PMA
§ 814.40 Time frames for reviewing a 

PMA. 
Within 180 days after receipt of an 

application that is accepted for filing 
and to which the applicant does not 
submit a major amendment, FDA will 
review the PMA and, after receiving 
the report and recommendation of the 
appropriate FDA advisory committee, 
send the applicant an approval order 
under § 814.44(d), an approvable letter 
under § 814.44(e), a not approvable letter 
under § 814.44(f), or an order denying ap-
proval under § 814.45. The approvable 
letter and the not approvable letter 
will provide an opportunity for the ap-
plicant to amend or withdraw the ap-
plication, or to consider the letter to 
be a denial of approval of the PMA 
under § 814.45 and to request adminis-
trative review under section 515 (d)(3) 
and (g) of the act.

§ 814.42 Filing a PMA. 
(a) The filing of an application means 

that FDA has made a threshold deter-
mination that the application is suffi-
ciently complete to permit a sub-
stantive review. Within 45 days after a 
PMA is received by FDA, the agency 
will notify the applicant whether the 
application has been filed. 

(b) If FDA does not find that any of 
the reasons in paragraph (e) of this sec-
tion for refusing to file the PMA ap-
plies, the agency will file the PMA and 
will notify the applicant in writing of 
the filing. The notice will include the 
PMA reference number and the date 
FDA filed the PMA. The date of filing 
is the date that a PMA accepted for fil-
ing was received by the agency. The 
180-day period for review of a PMA 
starts on the date of filing. 

(c) If FDA refuses to file a PMA, the 
agency will notify the applicant of the 
reasons for the refusal. This notice will 
identify the deficiencies in the applica-
tion that prevent filing and will in-
clude the PMA reference number. 

(d) If FDA refuses to file the PMA, 
the applicant may: 

(1) Resubmit the PMA with addi-
tional information necessary to comply 
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