
Draft Special Control Guidance Document on Encapsulated Amalgam, Amalgam 

Alloy, and DentaC Mercury ~~~~~~~~ Availability 

AGENCY: Food an Drug Ad~nis~a~~n, I-MS. 

S~~~ARY~ The Food and Drug Administration (FDA) is announcing the avaifabili 

guidance entit ed ‘“Special Control Guidance Document on Encapsulated Amalgam, Amalgam 

Xoy, and Dental ercury Labefing.” T&s draft guidance is neither final nor is it in effect at 

this time. Elsewhere in this issue of the Federals Re@ster, the agency is ~r~~~siug t:o classify 

en~a~su~at~d afgam intu class II, to amend tie classification r~~lat~o~ for amalgam alloy to 

~r~vidg for speci controls, and to reclassify dental mercury into class II. The draft guidance 

document is intended to serve as a special control for these devices. 

iDATES: Submit written or electronic eornments in the draft guidance by [insert date 90 days qkr 

dai~e ~~~~~~~~~~~~~ in AZ Federal Register]. General comments on agency guidance documents 

are welcome at any time. 

ADDRESSES: Su~~t written requests fcx single copies on a 3.5” diskette of the draft guidarze 

entitled ““Special Control Guidaxxe Document on Encapsulated Amalgam, Amalgam Alfoy, and 

ercury Labelin ” to the Division of Smalf Mauufa~~rers Assist~ce fHFz-220), Center 

for Devices and ~adi~~~gica~ Health (CDRrr>, Food and Drug Ad~~is~at~~~~ 1350 Piccard Dr., 

20850. Send two self-addressed adhesive labels to assist that office in prucessing 

your request, or fax your request to 302-443-8818. Submit w~tten co ents on the draft guidance 

to the Dockets nag~ment I3ranch (~A-3~~), Food and Drug Ad~nis~ati~n, 5630 Fishers 
cl-10076 /j #q-j / 
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ockvifle, MD 20852. Submit electronic comments to http://~ww.fda~g~v~d~~kets~ 

nts should be identified with the docket number found in brackets in 

heading of this document. See the ~~~~LE~~NTARY ~NFUR~A~IU~ section for inf~~a~~n on 

~l~c~~~c access to the draft guidance. 

OR ~~R~~~R ~NFUR~A~I~N CONTACT: Susan Runner, Center for DeviGes and ~adi~~~~c~ Health 

and Drug Administration, 9200 Corpcxate Blvd., ~u~kvi~l~, MD 20850,3 

I, Background 

sewhere in this issue of f-he Federal Register, the agency is pr~~Qs~ng TV e 

encapsulated amalgam into class If, to amend the classification regulation for algam aIloy to 

e for special controls, ;urd to reclassify dental rnerc~~ into class If, The draft guidance 

ocument is intended to serve as a special eontrof for these devices. The guidance 

contains re~~~~ndati~ns concerning the cuntent and format of labeling for these devices. 

11, ~~~~~ca~e~ of Guidance 

Y&is draft guidance is being issue consistent with FD good guidance practices regu~atiun 

(21 c s draft guidance document represents agency’s current ng on 

encapsulated amalgam, amalgam alloy, and dental mercury labeling. It does not create or confer 

hts for or on any person and dues not operate to bind FDA or the ~ub~~~. An a~t~m~t~v~ 

approach may be used if such approach satisfies the applicable statutes and regula~Qns. I’his draft 

guidance d~~urn~~t is issue guidance consistent with the GGP regulations. 

In order to receive the draft guidance entitled “Special Control Guidance Document on 

Encapsulated Ama~g~, Amalgam Alloy, and Dental ercury Labefing ” via your fax machine, 

caff the C H carts-Un-remand system at ~~~$99-~3~~ or 301-82 



3 

one. At the first voice prompt press to enter the system. At the second voice prompt press 

X to order a d~c~rne~t. Enter the document ~~rnber (I 192) f~~~~wed by the ound sign (#I-)* F~~~~W 

the rerna~~~g voice prompts to complete your request. 

Persons i~t~rested in ~btai~i~g a copy of the draft gui ante may aXso do so using the Internet. 

CDRH maintains an entry on the Internet far easy access to i~f~~at~~~ in&ding text, graphics, 

ay be downloaded to a personal computer with Internet access. Updated on a regular 

basis, e CDRH home page includes ““Special Control Guidance ~~~~rne~t OII ~~~a~s~~ated 

Arna~g~, Amalgam Afloy, and Dental Mercury Labeling,” device safety alerts, Federa! Register 

reprints, i~f~~ati~~ on premarket s~b~ss~~~s (~n~~~d~ng lists of approved ap~~i~ati~~s and 

m~~fa~~ers’ a dresses), small m~ufac~rers~ assistance, inf~~at~~n on video ~~nfer~n~~ng and 

electrunic sub~ssi~ns~ Mammography Matters, and other device-Q~ented information. The CDW 

home page may be accessed at ttp:/~www.fda.g~v/~~h. 

Interested persons may submit to the Dockets M~agement Branch (address above) written 

or electronic clients regarding this draft guidance by [ieserb date 90 &zys ~~$?er dare of 

that individuals may submit one copy. ~u~ents are to be identified with the docket number 
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found in brackets in the heading of this document. The draft guidance and received comments 

are available for public ~x~~ati~~ in the Dot Management Brmch between 9 a,m, and 4 

Associate Commissioner for Polfcy, 

21 2 
UC. 0 

5 
?~~?~ Fifed ??-??-O * 8:45 am Bu 


