
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administratio11 
FPr+--2oo~-D--oi37 

[Docket No. FDA-2008-D-01371 (formerly Docket No. 20000-1383) 

Guidance for Industry and Food and Drug Administration Staff; Surveillance 

and Detention Without Physical Examination of Condoms; Availability 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Notice. 

SUMMARY: The Food and Drug Administration (FDA) is announcing the 

availability of the guidance entitled "Surveillance and Detention Without 

Physical Examination of Condoms." This guidance document provides 

information to FDA staB and industry about FDA's strategy for addressing 

further imports of condoms from manufacturers/shippers whose condoms have 

failed lo meet FDA's minimum acceptable quality criteria. The guidance and 

tlle strategy are intended to help assure that condoms imported to the United 

States do not have defects that could compromise their effectiveness and 

preserlt a health hazard to consumers who rely on corldoms For protection from 

sex~lallytransmitted diseases as well as for contraception. 

DATES: Submit written or electronic commerlts on this guidance at any time. 

General commerlts or1 agency guidance documents are welcome at any time. 

ADDRESSES: Subnlit wri tteri requests for single copies of tho g ~ r i d a r ~ c ; ~  cloc;tlrnerlt 

critilled "S~~rveil lance l~xamirlatiori of and Dctentiori Without t'llysical 

Corlcioms" to t l ~ :Division of Small h4ar1r1facturors, [nterrlatiorlal, allti 

C:urls~inlr:r ,\ssis tarlcc ( f  iF%,-220),Ceritt:r for Devices arlci thdiologic-:a1 1 Iet~ltll, 

[;ooct arltl [)rug ;'idrrlir~istration, 1350 Picc:ard tlr., t<oc:kvil lc, bII) 20050. St:l1<1 
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one self-addressed adhesive label to assist that office in processing your 

request, or fax your request to 240-276-3151. See the SUPPLEMENTARY 

INFORMATION section for information on electronic access to the guidance. 

Submit written comments concerning this guidance to the Division of 

Dockets Management (HFA-305), Food and Drug Administration, 5630 Fishers 

Lane, rm. 1061, Rockville, MD 20852. Submit electronic comments to http:/ 

/ ~ ~ ~ . r e g u l a t i o n s . g o v .Identify comments with the docket number found in 

brackets in the heading of this document. 

FOR FURTHER INFORMATION CONTACT: J. Michael Kuchinski, Center for Devices 

and Radiological Health (HFZ-332), Food and Drug Administration, 2094 

Caither Rd., Rockville, MD 20850, 240-276-0115. 

SUPPLEMENTARY INFORMATION: 

I. Background 

Consumers use condoms as a barrier to reduce the risk of catching or 

spreading sexually transmitted diseases and to reduce the risk of unintended 

pregnancy. Defective condoms present a potentially significant hazard to 

health for these users. 

FDA's Center for Devices and Radiological Health (CDRH) is aluare that 

some foreign matl~~facturers and shippers of condoms repeatedly attempt to 

import corldorns that fail water leak testing, irldicatitig a level of defects Illat 

does not satisfy the acceptable quality criteria described in Conlpliatlce I'olicjr 
w 

Guide 7124.21. To address the issue of  firms that repeatedly offer 

rlorlcorlformirlg corldonls for i 111port to the Urli ted States, FDA 11as devisc?tl a 

risk-based tiered process for placing condoms h o n ~  identified nl;llirlf;lc:t~lrc!rs/ 

s l ~ i p p r s o ~ l  sl~ipmc?rlIs, foi.all import alert, for ruleasirlg iridi\ricl~~al a l~ t l  

removing colldolns frum idctlti ficd rnariuftlctrircrs/sl~i~)~~ersironr t 1 1 ~ :i (11 l~ort 

http:/~~~.regulations.gov
http:7124.21


alert and consequent potential detention without physical examination. The 

process involves three levels of import surveillance and detention that may 

be applied over a 24-month import surveillance cycle. 

This final guidance document supersedes the draft guidance entitled 

"Surveillance and Detention Without Physical Examination of Condoms," 

which was announced in the Federal Register on August 14,2000 (65 FR 

49585). The comment period closed on November 13,2000. 

We received a small number of comments, and FDA has made some 

changes to the final guidance document based 011these comments. One 

comment indicated that the risk of detention is greater for high-volume 

manufacturers because they have many shipments and many FDA analyses in 

a 24-month period and, therefore, a greater cumulative risk of Type 1 statistical 

sampling error resulting in some shipments failing analyses ever1 tllough the 

shipments are acceptable. After analyzing the import data, FDA agrees that, 

in theory, such sampling errors are possible, altllough FDA believes that such 

errors are unlikely to affect most condom manufacturers because they appear 

to be producing condoms at a defect rate well below tlle acceptance criteria 

of the FDA test. Nevertheless, the revised document recogrlizes tllc opportunity 

for manufacturers to present evidence to FDA in support of a recorlsideration 

of their listing or1 the import alert i f  they believe for ally reasor1 tllat tllis listing 

is inappropriate, irlcluding as a result of statislical sampling errors o r  t)ec:ause 

previous defective shipmellts were fourld during a prcviollsly cr~ncludetl 

import s~1rveillanc:e cyclt:. 

Arlotller c:llarige iri tlle final guidance is that tllc 24-moutll si~r\~oillarlc:e 

period will start tvllorl a firm is placeti or1 IJevel 1 ratl~r!rt l l i l 1 1  ~t 1l01i ;i fir111 

is removed horrl I,t?\.el 1 ,  as proposed i n  tlle draft g11iclarlc:t:. 'I'l~is c.li:~rlgc:is 
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being implemented to simplify the process and provide a "level playing field" 

for low-volume firms that export shipments of condoms to the United States 

less frequently than high-volume firms and therefore generally take a longer 

time to obtain a number of consecutive passing entries sufficient for removal 

from the import alert. 

11. Significance of Guidance 

This guidance is being issued consistent with FDA's good guidance 

practices regulation (21 CFR 10.115). The guidance represents the agency's 

current thinking on "Surveillance and Detention Without Physical 

Examination of Condoms." It does not create or confer any rights for or on 

any person and does not operate to bind FDA or the public. An alternative 

approach may be used if such approach satisfies the requirements of the 

applicable statute and regulations. 

111. Electronic Access 

Persons interested in obtaining a copy of the guidance may do so by using 

the Internet. To receive "Surveillance and Deterltioll Without Physical 

Examirlatiorl of Condoms," you may either send an e-mail request to 

dsmica@fda.fif~s.govto receive an electronic copy of the docu~nerlt or send a 

fax request to 240-276-3151 to receive a hard copy. Please use tlle document 

~ ~ u r n b e r1139 to identify the guidance you are requesting. 

CDKH rnai~ltairlsan entry or1 the Iriterrlet for easy access to information 

ir~cludingtext, grapllics, and Piles tllat may be dotvrlloaded to a personal 

c:ornputer wit11 [rlterrlet acc:ess. CJpdateti or1 a regular hasis, tlle (;I)REi llome 

pago irlcludes device safety alerts, Federal Kegister reprirlts, inforrnatiorl 011 

pre~narket s i ~ l ~ ~ n i s s i o ~ l s  (irlc:luding lists of ;lpproc,c:ci applicatioris mci 

rn;lrlufacturers' ;itldrt?sses), srrlrill rna~iufacturc:r's iis:,istaric;t:, iriI'orm:i~ iorl or1 

video c:oilforoiicirlg : i t ~ ( lc?lt!c:trorlic; silt)nlissiotis, bI:lrr~t~~ugr:i~)li~r i l ~ i ( 1h~Ia{Icrs, 
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other device-oriented information. The CDRH Web site may be accessed at 

http://www.fda.gov/cdrh. A search capability for all CDRH guidance 

documents is available at 11ttp:Nwww.fda.gov/cdrh/guidance.htnzl.Guidance 

documents are also available at http://www.regulations.gov. 

IV. Paperwork Reduction Act of 1995 

This guidance refers to previously approved collections of information 

found in FDA regulations. These collections of information are subject to 

review by the Office of Management and Budget (OMB) under the Paperwork 

Reduction Act of 1995 (PRA) (44 U.S.C. 3501-3520). The collections of 

information in 2 1  CFR part 820 have been approved under OMB control 

number 0910-0073. 

The information collection recommendations included in this document 

as part of the strategy for addressing hrther shipments of condoms from 

rnanufacturers/shippers who repeatedly export defective condoms to the 

[Jnited States do not require OMB clearance under the PRA. These collections 

of irlformation are excepted from the recluiremerlts of the PRA under 5 CFR 

1320.4(a)(2) and (c). The guidance recommends information to be collected and 

submitted to FDA "during the c:ondtict of an admiriistrative action, 

investigation, or audit involvi nz the agericp against specific individuals" (5 

C F R  1320.4(a)(2))and "aftcr a case file or ecluivalerlt is opened with respect 

to a particular party" (5C17K 1 :120.3(c))in order for tliat specific party to rebllt 

the appearance of adtilteratio~~ co~isequeutly obtain release of a specifica ~ i d  

sllipnlel~t of coi~doir~s on Importor renloval of spec:it'ic: c:ond_oms from listill:: 

Alert. 

V. Comments 

Iliteresletl l)ersorls nra\, slll)rnit to  tlic I)i\risio~i of I)ockt:ts hta~lagcnlorlt ( s ~ :  

ADDRESSES) written or elec:ll.orlic r:o~i-~rrrt:~ils regarding this doc:rLmeilt. Sr~t~rnit  

http://www.fda.gov/cdrh
http://www.regulations.gov
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a single copy of electronic comments or two paper copies of any mailed 

comments, except that individuals may submit one paper copy. Comments are 

to be identified with the docket number found in brackets in the heading of 

this document. Received comments may be seen in the Division of Dockets 

Management between 9 a.m. and 4 p.m., Monday through Friday. 
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Please note that on January 15, 2008, the FDA Division of Dockets 

Management Web site transitioned to the Federal Dockets Management System 

(FDMS). FDMS is a Government-wide, electronic docket management system. 

Electronic comments or submissions will be accepted by FDA only through 

FDMS at h ttp://www.regulations.gov. 

-~- --
Jeffrey Shu 

A s s o c i a t e  P o l i c y  and P l a n n i n g .  

[FR Doc. 08-?????Filed ??-??-08; 8:45 am] 
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