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SUMMARY: The Food and Drug AdminiStration (FDA) isannouncing that the

proposed collection of 1nformat10n listed below has been submltted to. the

Office of Management and Budget (OMB) for review and Clearance under the B

Paperwork Reduction Act of _t19,9=5; |

DATES: Submit written comments on the collection of infor

lon by linsert
date 30 days after date of publjcation in tbﬁ,.Fed?.!ii!_l .BegiSter], |

ADDRESSES: OMB is still experlencmg 31gn1f1cant delays in the regular mall

including first class and express mall and messenger dehvenes are not belng

accepted. To ensure that comments on the 1nformat10n collec

and Regulatory A/f’fan*s’, OMB, Attn: Fumle quo.ta,, Desk Offl,,qer,for FDA, FAX:
202-395-6974. S
FOR FURTHER INFORMATION CONTACT' Peggy Robbins, Office of Management "

Programs (HFA—-—ZSO) Food and Drug Admlmstratlon 5600 Flshers Lane

Rockville, MD 20857, 301— 827——1223
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SUPPLEMENTARY INFORMATION: In compliance with 44 U.S.C. 3507, FDA has

submitted the following Pfo,’PO‘S’éd;C~°H¢?ﬁ‘?n of information to OMB for review

and clearance.

Agreement for Shipment of Dev1ces for Stemhzatmn——Zl CFR 801 150[e) (OMB
Control Number 0910—0131)—-—Extensmn

Under sections 501(c) and 502(a) of the Federal Food, Drug, and Cosmetlc

Act (the act) (21 U.S.C. 351(c) and 352(a)) nonsterlle devrces that are labeled

as sterile but are in interstate tran31t to a facility to be sterilized are adulterated o

and misbranded. FDA regulatlons in § 801.150(e) (21 CFR 801. 150(e)) estabhshw -

a control mechanism by which ﬁrms may manufacture and ]abel medlcal

devices as sterile at one estabhshment and sh1p the dev1ces in 1nterstate .

commerce for sterilization at another estabhshment a practlce that facrhtates

the processing of devices and is economlcally necessary for some firms. Under
§ 801.150(e), manufacturers and sterlhzers may sign an agreement contalnmg
the following provisions: (1) Instructlons for malntammg accountablhty of the
number of units 1n,eaCllv,ﬂ,Sch,lpment, (2) vack-nowledgment that thedev1ces that -
are nonsterﬂe.are,,being shipped forfurther process,ing;wan‘d (3) specifications
for sterilization processmg f | | |
This agreement allows the manufacturer to ship mlsbranded products to k’
be stenhzed without r,n;tratrng ,regiulatory actlon and prov1des FDA Wltha
means to protect consumers from USG ofnonstenle productaf During routtne
plant inspections, FDA normally revi‘ews agre‘ements“that must be kept for 2

years after final shipment or deli\tery of devices. The respondents to this

collection of information are devrce manufacturers and contact sterrhzers e

In the Federal Reglster of May 21 2003 (68 FR 27819) FDA pubhshed |

a 60-day notice requesting pubhc comment on the 1nformat10n collectlon y

provisions. No commentswererecewed e -
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1 of informatio

FDA estimates the reporting burdenof thlS COHecu ‘

follows: R
TABLE 1 ——ESTIMATED ANNUAL REPORTING BURDENR i
21 GFR Sectionu No. of Respond Annual Frequency Iﬁg' F?Q- Hours per Re- Total Hours
ents per Response sponses sponse
801.150(e) 90 20| 1800 4 7,200

1There are no capital costs or operatmg and mamtenance ‘costs assocrated this collect:on of mformauon ‘,

TABLE 2. -——ESTIMATED ANNUAL RECORDKEEPING BURDEN1

Total An-

. ; No. of Record- Annuai Frequency Hours per Record-
21, CFR Section ; keepers of Recordkeeping | g gg;hs keeper Total Hours
801.150(a)(2) 20 5 300

1 of "‘mc;matlonfﬂ -

1There are no_capital costs or operating ‘and maintenance costs associated wi

FDA’s estimate for the reportlng burden is based on actual data obtained

from industry during the past 3 years where there are approxrmately 90 f1rms

subject to thls requirement. It i is estrmated that each of these flrms on the e

average prepares 20 written agreements each year This estlmate varies greatly,
from 1 to 100, because some flrms provrde stenhzatmn services on a part time
basis for only one customer Whlle others are large fac1htles with many
customers. The average time requlred to prepare each ertten agreement is

estimated to be 4 hours. This estlmate varies dependlng on Whether the.

agreement is the initial agreement or 1s an‘ annual renew: 1 on the format each »

firm elects to use, and on the length of time requlred to reach agreement The h
estimate applies only to those portlons of the wrltten agreement that pertam
to the requirements imposed by thls regulatlon The written agreement

generally also includes contractual agreements that are a customary and usual

business practice. On the ay‘er‘age, the total ani 3 yrdk 'ep_lng burden is '

7,200 hours (90 firms x 20 agreements x 4 hours).

The recordkeeping requrrements for respondents con31sts of makmg coples

and maintaining the actual reportmg requests Wthh were requ1red under

reporting section of this collectron To fulflll this reqmrement FDA estlmates o



it will take about 30 minutes to copy each package, for a total of 900

recordkeeping hours.
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Dated: 5]7{'03 B
August 7, 2003.

Jeffrey Shuren,

Assistant Commissioner for Policy.
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