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Public Comment 

Written comments and suggestions may be submitted at any t&e for Agency consideration to 
the-Division of Dockets ~~ag~rnent,,~~d and Dmg A~~~s~t~o~, 5630 Fishers Lane, 
Room 1061, (HFA-3&Q, Rockville, MD, 20852. When submi~g comments, please refer to 
the exact title of this guidance docum& Comments may not b@ acted upon by the Agency 
until the document is next revised or updated. 

Additional Copies 
Additional copies are available from the Internet at: 
hm>://~..Bila.go&~c~~/~~~~e/~5321Ddf. or to receive this d@cument,by fax, call the CDRH 
Facts-On-Demand Fystem at~$~~-S9~-~38 1 or 301-8274111 from a toMGone telephone. 
Press 1 to enter the sy&tem. At the secoid voice prompt, press 1 to. order a document. Enter 
the document number 1532 fbllowed by the pound sign (#I* %;ollow the remaining voice 
prompts to complete yotir request. 



‘i%is gui&nce r&resents the thinking on this topic. 
It does not create or con ts for or on &y perwn.an~ daes not ~pemte to bind FDA or the 
public. You can use can w if the approach satisfies the requiremen% of the 
applicable statutes and regulatims. iscuss an altkative appmach, contact the FDA 
staff responsible for’irnple&ent&g you cannot identify thk ~~~~F~a~ FDA staff, 
call the: atmromiate numbs listed the title of this 

I. Introduction 

Manufacturers of Medical Devices &Jay Be Eligibb To Have Th~~~a~y Inspections of 
Their Establishments 

Qn October 26,2002, Section 201 of ~b~.~~~cal Devke User Fee ~d~~od~~atio~ Act of 
2002 (MIXFMA) (Pub& Lmv ,~Q~-2~~~ ammded ~~~‘7~ u 
and Cosmetic Act (the a@) by adding s~~s~~t~un (g), (21 U&C. 
technical comctioqs were later q-mde tu se~tioa 7@+(g) by the 
Corrections Act of 2004 ~~~A~~~i~ Law 108-219, 
2004. Section 201 of I&XJRHA, as candid by MDTCA, autbotied FDA to establish a 
voluntary t&d-party ins$ecti& program applioable to ~~~f~~~rs -of Cfass II or Class fEI 
medical devices who ~~t,o~ e~~~~l~~ criteria. 
Accredited Persons Program @P Pact), such 
parties that have hem aUedi@d by FDA (Accredi&d P AP) some of their 
inspections instead of FDA. 
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The AP Program applies to manufacturers who currently market their medical devices in the 
United States and who also market or plan to market their devices in, foreign countries. 
These manufacturers may need current inspections of their estab~is~en~ to operate in global 
commerce. 

One benefit of the new progrp is that it will allow m~ufa~~ers greater control over the 
timing of their inspections. In additiorr,,because some ofthe,B3Ps accredited by FDA are 
already recognized by other countries c??;persons authorized to conduct ,inspections of device 
establishments, it is possible that in some cases a single Al? inspection will meet the 
requirements of more than one regulatory authority, thereby reducing the need for multiple 
inspections of the same estabiishrnent. 

This guidance will help device es~bl~s~~nts determine whether they are eligible to 
participate in the AP Programs Any est~l~s~~nt that is ~t~~este~ in obtaining additional 
information about eligrbrlity or other matters addressed. in this debit may contact CDRH, 
Most of the APs who h&e been approved by FDA will have to complete training before they 
may begin conducting independent inspections under the new, program. Therefore, many of 
the APs will not be available to”cornpames for sever& months from the d?te of this guidance. 

FDA’s guidance documents, inchtding this guidance, do not establish legally enforceable 
responsibilities. Instead, guidances describe the Agency’s current thinking bn a topic and 
should be viewed only as rec~mme~~t~ons, unless specific regulatory or statutory 
requirements are cited. The use of the word should in Agency guid~c~s,m~s that 
something is suggested or recommended, but not required. 

The Least Bur@etisome. 
We believe we should consider the least burdensome approach in all areas of medical device 
regulation. This guidanie reflects our careful review of the relev.ant scientific and legal 
requirements and what we believe is the least burdensome way for you to comply with those 
requirements. However; if you believe that an alternative apfiroach would be less 
burdensome, please contact us so werean consider your point of view. you may send your 
written comments to thejcontact person listed in the,prefxe ‘te this ~~d~~e or to the CDRH 
Ombudsman. Comprehensive i~~~~t~n on CDRH’s ~mbud~rn~, including ways to 
contact him, can be found on the Internet at . 

II. D iscussion 

Under section 5 1 O(b) of the act, domestic manufwturers of Class IT or Class III medical 
devices must be inspected for camphanoe with Good ~~ufa~t~~ng Practice (GMP) 
requirements and other applicable requirements at least once every two years. (21 U.S.C. 
360(h)). The Al? inspection program estabhshed by MDUFMA +rrnits eligible 
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manufacturers to schedule qualified independent third-parties to perform a comprehensive 
inspection that satisfies FDA’s bie~i~.inspe~tion requirement, provided the previous 
completed FDA or AP i&lx&on resulted in a “‘No A&ion Indicated” QNAI) or “Voluntary 
Action Indicated” (VAI) inspection. ~~ufa~t~ers,custo~i~ schedule, a series of partial 
inspections to be performed by qualified independent ~ir~~p~ies to comply with 
international and other national regulatory standards. M~ufa~~~rs.m~y rely on a single 
comprehensive inspection or a series ofpartial inspections that would cumulatively constitute 
a complete inspection for the purposes of meeting FDA’s biemkl inspe&xi requirement. 

Following the enactment of IvIIXJFMA, FDA accredited 15 AI3 to pe$orm inspections under 
the AF Program. FDA used stringent selection criteria in its selection of AI% to help ensure 
that third-party inspections under this program do not present :any actual or apparent conflicts 
of interest. Most of those AI% who were selected are still in tie process of completing 
training so they may soon begin condu&ng independent inapeetio~s urtder the AP Program. 
Once independent AP inspections are underway, FDA will review the reports-prepared by the 
APs to determine if your firm is in compliance with GMPs and other requirements. 

The list of APs prepared by l?DA is avajrlable on the Internet at 
insDectiQ~ap-instlec’tion.h~l#I~t. .Yqu may select any.of the dps Iis@d; provided you meet 
all of the eligibility criteria fur the Al? Program. The next se&on of ~~s”~id~~e describes 
in detail the eligibility criteria applicable to manufa&uxzs who wish to participate in the AP 
Program. 

III, Information about, 
Yrogram 

Who may participate in the’ AP Program? 

The AP Program is open to domestic US. device est~Iis~en~s, ,as well. as foreign 
establishments that are requi&to register with FDA under sect&n 5 1 O(i) of the act, provided 
such establishments otherwise meet the program’s e~g~biIi~ criteria. 

What are the eligMlity re~~i~ern~ts for pa~icipa~~g,~n tke AP #Vagrarn’? 

Based on the requirements found at Section 704(g) of the act, you must satisfy the following 
criteria in order to be eligible to par&i&ate in the program: 

1. You “manufactu’e, prepare, propagate, compound, or proGess” class II or class III 
medical devices (Sec. ?04(g))(19 of the act.) The ~~~~d tezm “manu&cture” 
will be used for convenience throughout this dwument ‘&n&ad of listing each of 
these activities (i.e., “‘manufacture, prepare, propagate, compound, or process”) 
repeatedly; 
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2, You market at lea@ one of the devices in the United States; 

3. You market or intend to ma&et at least one ofthe devices in one or more foreign 
countries and one or’both of the following two conditions are met: . 

(a) one of the ‘foreign countries certifies, accredits, or otherwise recognizes the 
AP you have selected as a person~authffrized to co$rct inspections of 
device establishments, 9~: 

(b) your firm sub&&s a statement thatthe law of a country where you market 
nor intend to mark&your devi~e(s~.r~~~~ an inspection by the FDA or 
by the AP. (Sec. 7~4(g~6~A~(iii~I~, (II) of-the act.); 

4. Your most recent ~om~lete~~tion petiormed .by FDA; QT by an AP underthis 
program, was classified by PPA as ‘either NAI or VAL’ ‘(Sec. 704(g)(6)(A)(i) of 
the act.); and 

5. You submit a notice to FDA requesting clearest’ (~~roval~ to use sn AP, 
identify the A.P yau selecteicl, and PIJA agrees to theuse of selected Al?. (Set 
704(g)@))(A)(ii) of the zact,) 

Is your medical device eligl~le? 

0 Only establishments that manufacture (which term includes pipings propagating, 
compounding, or processing) &vices that are either class II or-elsss III may be 
eligible for inspe&ion under t&Q@ Program. (Sec. 7#4(g)( 1) of Ibe act.) In addition, 
to be eligible, at least one of&-e devices must be marketed in the United States and 
at least one mustsbe mtiketed, or intended to be marketed, in one or more foreign 
countries. (Sec. ?~4(g~6~(A~(i~i~ ufthe act.) FDA cannot waive these requirements 
or provide a vari~ce~ 

o If you do not manufacture a class II or a class III device, market at least one such 
device in the Un$ed States, and- market or intend to market gt kgst one suGh device in 
a foreign coiuntry, your ~~~s~~t is not ~1~~bI~ for inspection under the AP 
Program. 

’ The phrase “cornpie@ imp&ion” as used in &is document is intended to include sbatims in whi& a f$ll 
inspection may be comprised:oftm or rn~re cmndative part&l hspe&ti 
course of a two year pe&A Where an inspect&m comists of 8 
would expect to issue only oqe cJas&ication de&& a&r the 
* Unless otbwise noted, a r$k&e to ‘~~~~~” in the f~~~~~ section r&m to the reqGmnents under 
section 704(g) of the aGt. 
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How can you show tlta% yti market or i&end to mark& a device irsi a foreign country? 

The following are examples of ways you can show that you market or &end to market a 
device in a foreign country: 

l A distribution agreement, purchase order, or order ~~~wledgem~nt issued by a 
foreign customer; 

* A marketing apphcation submitted by your firm to a fore@ government; or 

l Appropriate clearance documents from the foreign gov t to your firm. 

Is it necessary that one- oft@ devices marketed or intended& be marketed in a foreign 
country is a class II or class:III device? 

l Yes. At least one:of the devices that you market in the United States must be a 
class II or class l[Ili device, I at lea& one of the de+qg you nxarrufacture for 
commercial dissection in a fore& country must be a &ass II or class III device. 
(Sec. 704(g)@) and ~g)(6)~A)(~~i) of the act.) 

* You should include the spec$c name(s) of the device(s) and the PNA or 5 10(k) 
number@) of the class II or III devices in your reques5 to FDA for clearance to use 
anAP. 

l The device you market m the United States and thedevice you market or intend to 
market in one or more foreign countries do not have to be the same device, as long 
as they &e rn~ufact~ed’~~ the same establishment., 

B. Forei@ Country-R+lat@ I$iigibi R~q~ire~~~3 

What do you need to know &bout the i~s~~c~io~ ~~0~~ of the ~or~~~ country or 
countries where you will m&&et your medical device? 

At least one foreign country wheze you market or intend to market your &as II or class $H 
device must &&e~: 

l Certiitjr, accredit, or otherwi the AP you ~ve~chQs~ as a person authorized 
to conduct device -inspections; a 
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0 Recognize device inspections by the FDA or AP,- (Sec. 7O~g)~~~~A~~iii~~~ ami (II) of the 
act.) 

For example, one foreign: country where you market dr intend to n&&et the device may 
certify the person you selected as an AP as authorized to conduct inspections of device 
establishments. This would satis& the condition of recognition by a foreign country of 
the AP you selected. 

How can you identify APs that are recogaized by a fore~g~,~cu~~t~ as authorized to 
conduct inspections of :device es~bl~~~~eu~s? 

l FDA’s Internet site rn~n~o~~,~~li~r 
inspection.html) lists the APs approved by FDA and provides information on APs that 
are recognized by foreign countries. We recommend that you verify-that the foreign 
country recognizes the AP pri& to hiring the AP to condutit an inspection of your 
manufacturing facility. 

Alternatively, hov can you #bow that,the iaw of a for~igu government recog&ws device 
inspections by the FDA or AP? 

There are at least three ways to show that the law of a foreign gove~en~ recognizes device 
inspections by the FDA or Al?: 

* First, a country may already accept FDA’s Certificates to ForeignGovernments or 
Certificates of Exportability. These certificates specifically. inelude FDA’s 
acknowledgement of compliance with GMP requirements. You may be able to 
obtain information about whether a particular country accepts these FDA 
certificates by contacting the appropriate foreign ha&on. A list of foreign liaisons 
is provided at 

l A letter, from’ an appropriate foreign gove~e~t offifioe should, be adequate, 
provided it states that device inspections by the FDA or APare recognized. The 
list of foreign liaisons mentioned above may be ,useml for this purpose. 

l You could prepare and submit to FDA a si statement that.the law of a foreign 
country in which you rn~k~t or intend to your device recognizes 
inspections by tha:FDA or for the pu~~se~o~ evaluating ~uf~t~~g 
operations and c~rn~i~~~~. Your written statement, should be accompanied by a 
copy of the relevant foreign law (translated into English). 

C. Inspectional History 



l Your most recent FDA-classified devkx inspection is on,e of the factors that 
determines your ,eligibihtyto pticipate in the Ak Program. (Sec. 7~4(g~(6~~A~~~) of 
the act.) 

* Inspections are olassified according to three categories: 

No Action Indicated (NAT); this means there were no deviations or only minor 
deviations from the apphcable Quality S~s~~~~d &cturing Practice 
(QWG M$?) req~~%nts~ (See 21 U.S.C. ~~O~~~(~~(A) ofthe act and 
regulations at 21 CFR I&t gZ0). 
Voluntary Action Indicated (VAT); this refers Zo minor to signitkant QS/GMP 
deviations. 
Wficial Action Indkated (OAT); this refers to ‘s~~~~~t QWGMP deviations 
and warn&s. 

l YQU may qualify for Ehr; AF Program ifyaur most recent co~p~~t~ device inspection, 
performed.either: by FDA or by an AI? order the AP Program,. was classified by FDA 
as either NAI or VA&@ec. 7~~g~6)~A)~i)). In add&ion, in asses&g your eligibility 
to use an AP, FDA m&y ask you to provide comphance dsits; i~G l~~~g complete 
reports of GMP coronal findings from audits that ~c~~ed.at’yo~ fkm w ithin the 
past 24 months. :(Sec: 7~~g~~6~B)(i~i)). FDA may a&o ask you or the AP you 
selected for information ~on~~~g the relationship between your firm and the AP. 
(Sec. 704(g~6~(~)~ii~~~~~. 

To facilitate our review of your recent tispectional history, your request to participate in the 
program should in&de the following tiormation. 

* Your request should ident@  the date of your firm’s most~r~e~t device Inspection that 
was classified by FDA. As stated previously, to be e le, y&r most recent device 
inspection performed .&her hy FDA or by an AP under the AP J?rogram, must have 
been ctassified as N& or VAT. @XL 7~4~g)(6)~A~(i~ oftbe act.) Because this is a 
new program and most of the A$% are still in the process ,of complet&g the necessary 
training, there have lEat yet been many ind~~~~~~t AP ~~p~ti~~a performed under 
this program. Until such time as the APs begin Prolog in~~nd~t inspections 
under this pmgpm, 1;‘DA w-ill. consider the most~ recent ~~~~~~~~of the 
establishment by.FDA‘ Qnce ~d~nd~t Al! ~~~~~o~a are nnderway, you may 
instead identify the d@e your firm was inspected by an AP if that is the most reoent 
inspection of your firm that FI3A classified. 
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* If you received a list of inspectional observatium8 at the ~o~c~ua~~ of the inspection, 
please provide a:copy with your request. FDA uses Form FDA-483 to record 
inspectional observations. 

l Please provide azopy of the inspection report provided~ to you a&er the inspection. 

Does an OAI classification fyrs -FDA mean that I caxmot .p~~~~~~~t~ in the AP 
Program? 

* No. In the case of a device est~l~s~~t for which FDA ~1~s~~~ the results of the 
most recent inspection of the e~~~is~~t by an AT? as OAI, the establishment may 
petition FDA to determine i~,~~i~bil~ty for further Ap ~spe~ti~~s~ (Sec. 
704(g)(6)(C) of the act.) 

l The device establishment shot&$ meet all the other el~~b~li~ requirements and 
explain in the petition how it has corrected the violations. 

Are there limits to the #umber of i ions that-can be performed by an AP? 

MDUFMA sets limits on the number of .consecutive ~orn~~eted inspections that canbe 
petiormed by APs in lieu of FDA insgections. APs may ,perform a,series of partial 
inspections that cumulatjvely would count as one complete ~s~~tion. Section 
704(g)(6)(A)(iv)(I) of the act does not permit an es~bl~s~e~t to use an Al? for more thau 
four years to conduct two consecutive complete i~sp~t~~s unless the ea~blis~ent first 
petitions FDA for, and receives, a waiver4 

Will manufacturers need to reapply to the FDA to,schedult? the same AP for each 
partial inspection? 

No. The same AP may conduct partiat inspections that uIti~t~ly will represent one 
completed comprehensive inspection for purposes of ~ornpl~~g with a~~~i~~le regulatory 
requirements. In this situation, the two.. year period begins at the time first partial 
inspection is initiated. 

D. Accredited Person (API !Sele~tion 

4 The statute describes the app&xW t@ne limi~~us~ the words “d~~.~~ previous fmr years.“’ (Section 
704(g)(Qo(j(iv)(Q of the act:) FDA reads “durhg” to mean ‘~ou~~~t the course 01: duration of,” as cited in 
Webster ‘s 11 New Rhwside University Dictimary, 7984 edilion. 
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How do you obtain, FDA agreemeM to use an AP? 

0 Submit a written request to FDA asking for clearance (approval) tu use an AP. 
Your request should also identify the AP you intend to use. (Sec. 
704(g)(6)(A)(iiJ(I) and @ I) of the act.) 

0 You may select a32 Al? from. the list on the FDA website previously mentioned - 

l FDA will then provide clearance and approve your selection, or request 
additional information to help inform its.decision. (Sec. 704(,g){6)(A)(ii) and (B) 
of the act.) If FDA requests compliance data or otb~r.info~atio~ FDA must 
make a decision about youreligibility to use axr AP, and about your AP selection, 
within 60 days aper you pmvide the requested info~ati~~. If FDA does not 
notify you of its @cision within 60 days, your firm is deemed to have clearance 
to have an inspe&ion performed by the AP you have selected, (Sec. 
704(g)(6)(B)(iv) and (v) of the act.) 

0 If FDA denies your firm’s request for clearance to use an AP or rejects its 
selection of,an AP, FDA will provide your frm with a statement of the reason(s) 
for itsdecision. (Sec. 7O~g)~6~(B)(iv). and (v) of the,act.) 

* If FDA grants your request to use.the AP you have selected, you are responsible 
for paying the AI? for its services. The .amount o~~ompensation is to be 
determined by agreement between your f3rn and the API (Set, 704(g)(8)). 

E. Requests for Participatian ia the &.P Program 

Does my request have to be.in a ~a~t~uIar format? 

No. However, your request needs to identify the Al? you hwe &msen and inctude 
information that shows you meet the el bihty criteria (See. 7~g~6~(A~ of the act.) 

If a foreign country recognizes the AP xoti selected as a person ~u~a~~ed to conduct 
inspections of device establishments, you may support your statement to that effect by 
referring to any relevant infomration from FDA’s website at ~~f~~~v/cd~~a~- 
ins~tio~a~-inspection.ht~~” Alteruatively, you may show thatthe law of the foreign 
country recognizes an inspection by tha FDA or an AP by submitting the documentation 
discussed earlier in this guidance (e,g., a letter from. an appropriate fose;ign government 
official). 

W ill FDA noti@ you if your a~p~icati~~ is not com@ete? 



Yes. If FDA needs more information about your firm, its in~~tio~l %listory, the AP you 
have chosen, or other eligibil& criteria,: we will contact you as. soon as ssible. We intend 
to respond to each request within 30 days. (See. 7~4(g~(~~~~~i~ of the set.) 

If FDA does not respond within 30 days tier it re&ves yuur request, yourrequest is deemed 
approved, and you may m&e ~g~ments for the AP you have selected to mspect your 
facility. (Sec. 7~4(g~(6)(~~(i~ of the act.) 

Where should you send your request to partiizipat~? 

You should send your request to.participate in ihe AP Pro 

Field Programs Branch (HPi53Etfi) 
Office of’Compliance 
Center for Devices and R~iol~c~ Health 
2094 hither Road 
Rockviile, MD 20850 

Inspections conducted under .the >AP Program do not affect5 FDA’s other agreements or 
operations, or c-e obligations cancer&g FDA ~g~l~t~o~ &hat -a@Ee@t your device. (See 
generally sec. 704(g){ l),, (9), and (14) of the act.) 

l Although the AP Program makes it possible for eli~b~e-~de~~~ establishments to use, 
with FDA’s approv~,~~~d~~~es to perform their ~n~e~tjo~~ nothing in this 
program affects FDA’s braad ,authority to conduct its own in 
establishments mder the act. (Sec. 7~4(g~(9) of the a&t.> 

l The provisions of the AP Pro do not affect ements with foreign countries 
established to ca$y out the ~~~0~ of the Office of~t~~atio~~ Relations at the 
Department of He&hand Human Services, (Sec. 704(g)(14) of the act.) 



This checklist may be used to help youdetermine whether you qUali& for inspection by-an 
FDA-accredited third-party (AP). A GMP inspection of your m~ufa~~ng operations may 
be conducted by an AP, iinstead of by FDA, provided you meet, the following criteria and you 
obtain FDA approval ofyum’request for participation in the AP Program. 

The Devices 

1 ._ You market a class II or class III device in the United States 

2 .- You market or plan to market a class II or chzas IH de&e in one or more foreign 
counties. 

Foreign Government 

3 *- A foreign government in a .coun@y where yuu market or plan to market a class II or 
class III device recognizes either: 

(a) the AP you have selected as s person authorized to conduct .devioe inspections. 
Check FDA’s list, of APs at 
insrrection.ht&, or 

(b) device inspe@ons.by the FDA-or an AP. Ways that you may demonstrate this 
criterion is met include- 

- Submjtting information showing that the foreign government accepts 
FDA’s Certificates to Foreign Governments dr Certificates of 
Exportability (see theFocei”gn Liaison List for devices at 
httn:/~fda.~ov/~~~dev~dvi~e/~9 1 .html), or 

- Submitting a fetter man appropriate government official that says it 
recog%es ‘device inspections by FDA or the AP, or 

- The foreign country”s laws recognize deviGe .inspe~t~~ns by the FDA or an 
AP, and yuu subrn& a written statement to that- effect together with a 
translated version of the r~l~v~t.f~rei~ law. 

History af Inspectfon 

4 ,__ Your most recent complete ins tion performed by FD+A or by an AP under this 
program was classified by FDA as either “No Action Indicated” @AI) or “‘Voluntary 
Action Indicated” (VA& 
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