
s‘1D ARTMENT OF HEALTH AND HUMAN SERVICES

rFo d and Drug Administration

1[D cket No. 91N-0396]

I
Ag ncy Information Collection Activities; Submission for OMB Review; Comment

Re uest; Medical Devices; Reports of Corrections and Removals

!AG NCY: Food and Drug Administration, HHS.

1AC ION: Notice,

1
SU MARY: The Food and Drug Administration (FD;\ ) is announcing that [he propostd collection

of i formation listed in this document has been submitttd [o the Office of Management and Budget

(o~ B) for review and clearance under the Paper~vork Reduction Act of 1995 (the PRA).

DA ES: Submit urit[cn commen[s on the col]cction of information by (i}~.$errdare 30 d~l)’s a(rcr

d[l[ ofp[{bli(([tioil in the Federal Register).

I
AD RESSES: Submit written comments on the collection of information to the office of Information

and Regulatory Affairs, OMB, New Executive Office Bldg., 725 17th St. NW., rm. 10235,

Wa hington, DC 20503, Attn: Desk Officer for FDA.

F-OF FURTHER INFORMATION CONTACT: Margaret R. Schlosburg, office of Information Resources

Ma ~agement (HFA-250), Food and Drug Administration, 5600 Fishers Lane, Rockville, MD

208 ‘7’, 301-827-1223.

SUF ELEMENTARY INFORMATION: In compliance with section 3507 of the PRA (44 U.S.C. 3507),

FD, has submitted the following proposed collection of information to OMB for review and

cle: ante.

Title: Medical Devices; Reports of Corrections and Removals.

Description: FDA issued a direct final rule to amend the reporting and recordkeeping

req- uirements for corrections and removals under part 806 (21 CFR part 806) to eliminate those
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the ‘ood and Drug ,\dministra[ion Modernization .-lc[ of 1997 t FDAN1.\J to section 5 19( f) L)(

the ecieral Food, Drug, and Cosmetic Act (the act) (2 i LI.S.C. 360i(f)). FDAMA did not amend

Isect on 5 19(f) of the act with respect to manufxturers and importers. \lwlufacturers and importers

Icont”nue to be subject to the requirements of part 806.

Description (?fR~’.~/)or/(leilt.s:Business or other for profit organizti[ions.

In the Federal Register of AugLlst 7, 1998 (63 FR 42229), the agency requested comments

1on t] e proposed collections of information. No significant comments }vere received.

FDA estimates the burden for this collection of information as folloyvs:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN I

---L I No of ~ ‘nnua’ i Total Annual
21 CFR Secfion

1 Respondents I ‘r$&&~~s~er Responses

1

Hours per

/

Response ~ To{al Hw.,rs

r
+-- ---------- --— –—-— “-‘-–”—— -1--- -.

8061 880 1 880 10 8.800

-1-:--
lTh re are no capital costs or operating and maintenance costs associated with thle collection of Information.

TABL.E 2,—ESTIMATED ANNUAL RECORDKEEPING BURDEN I

21 CFR Section
~ ‘ecordkeepers ‘ Recordkeeplng

—
8[)6.2 --L- :>F~..: Lw

lTh re are no capital costs or operating and maintenance costs associated wtth this collection of information.

The information collection requirements in part 806 prior to the direct final rule (63 FR 42229)

have been approved by OMB and assigned control number 09 10–0359. When preparing the earlier

Ipack ge for approval of the information collection requirements in part 806, FDA reviewed the

Irepo ts of corrections and removals submitted in the previous 3 years under 21 CFR part 7 (the

Fagen y’s recall provisions). During that period of time, no reports of corrections or removals were

~

sub itted by distributors. For that reason, FDA did not include distributors among the respondents

1
esti ated in the collection burden for the requirements previously approved by OMB. Because
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distributors l~crc not included in [11:1[earlier cstim:l[c and hLk-:lLlSCFDi-\\l. A no~f 11:1sdlimind[cd

requirements for distributor reporting, FD,-\ hm dctcrmintli th:]t cstinutcs of the reporting burden

for $$806.10 and 806.20 shou]d remain the some.
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tiilliamK. Hubbard
Associate Commissioner for Policy Coordination
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