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U.S. CONSUMER PRODUCT SAFETY COMMISSION 

WASHINGTON, D. C. 20207 

MINUTES OF COMMISSION MEETING 

December 14, 1983 

Third Floor Hearing Room 
1111 .- 18th Street, N.W. 

Washington, D.C. 

The December 14, 1983, meeting of the U.S. Consumer Product Safety 
Commission was convened in open session by Chairman Nancy Harvey 
Steorts. Commissioners Terrence Scanlon, Stuart M. Statler, and Sam 
Zagoria were present. 

Ballot Vote Decisions. Chairman Steorts read into the record the 
following decisions made by ballot vote of the Commissioners. 

NOTE: Decisions on Items 1 through 4 were made prior to Commissioner 
Sloan leaving the Commission. 

1. Consent Agreement: Janex Corporation, CPSC Docket No. 83-3 

The Commission voted unanimously (5-0) to 
consent agreement and to issue a Commission 
matter of Janex Corporation, CPSC Docket 83-3. 

2 .  Issuance of Subpoenas: Honeywell, Inc., CPSC Docket No. 83-2 

The Commission voted unanimously (5-0) to grant complaint 
counsel's application for issuance of subpoenas in the matter 
of Honeywell, Inc., CPSC Docket No. 83-2. 

3. Comment Period for Proposed Amendments to Guaranty Testing 
Rules 

The Commission voted 3-1 to approve a Federal Register 
notice reopening the comment period, for an additional 60 
days, on proposed amendments to regulations which prescribe 
requirements for testing and recordkeeping to support initial 
guaranties of items subject to the Standard for Flammability , 

of Clothing Textiles (16 CFR Part 1610). Commissioner Scanlon 
voted not to approve the Fed@ral Register notice and filed a 
statement with the Office of the Secretary. Commissioner 
Sloan did not vote on this matter; 
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4.: ' ~ ~ ~ e a l .  of : D e n i a l  o f  ' ~ o n s b m e r  Complaint Repor t s ,  S-306262 '. . ' 

. . . . .  
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T h e  ~ o m m i i s i ~ h : \ o t , e d  4-0 t o  a f f i r m  t h e  ' d e c i s i o n  of t h e  
- ,  

~ r e e d o m  b f  in fo r ina t idn  i .  , 'off  i d e r .  t o  w i t h h o l d  s p e c i f  ied::"'5.. . . 
. . . .  

i n f o r y a t i o r i .  C o m m i s s i o n e ~ ~  S t a t l e r  h a s  f  i l k d  a  br ie . f  s t a t e m e n t  :. 
. . .  . ' w i t h  t h e  Off i c e  .of t h e  . . S e c r e t a r y  e x p l a i n i n g  h i s .  v o t e . .  

, . . . 
Commissioner . .  loan d i d  n o t , v o t e  on : thCs  m a t t e r .  ?, . . 

. s  - . . . , . .  . . ,  . 
. . . .- 

5. Proposed Revoca t ion  of ~ e g u l i t o r y  ~ e f  i n i t i o n  of S t r o n g .  . . . .  

S e n s i t i z e r s  . . . . . . 

'The  ommi mission v o t e d  4-0-1 t o  approve a  proposed 
' , 

' 

r e v o c a t i o n  of 1 6  CFR P a r t  1500.3 ( c )  (5) ,  a  r e g u l a t i o n  t h a t  - . 
supplements  . t h e  s t a u t o r y  d e f i n i t i o n  of ' ' s t r o n g  s e n s i t i z e r "  . . 

c o n t a i n e d  i n  t h e  F e d e r a l  ~ a z a r d o u s ,  Sgbst ,ances Act a t  15 '  U .  S. C. 
. . P a r t  1 2 6 1 ( f ) ( l ) ( v i ) .  CommissionerArmstrong a b s t a i n e d .  

6.  P r i v a c y  Act N o t i c e  - C r e d i t  Repor t ing  Agencies 

The c o k i s s i o n  v o t e d  4-0-1 t o  ,approve a .  F e d e r a l  R e g i s t e r  
. 

. . 
n o t i c e  add ing  a , d i s c l o s u r e  n o t i c e  t o  t h r e e  o f ' t h e .  Commission's 
P r i v a c y  A c t  sys tems of r e c o r d s  i n .  ,accordance w i t h  t h e  Debt 

. . 
C o l l e c t i o n  Act of 1982. C6mmisSione.r Armstrong a b s t a i n e d .  

. .  - 

. . .  Agenda Mat te r s ' .  

1. ' S e c t i o n  6 ( b ) ,  CPSA: ~ i n a l  ~ u l e '  

  he Cpmmission c o n s i d e r e d  a  d r a f t  f i n a l  ~ n t e r p r e t i v e  r u l e .  
c o n t a i n i n g  t h e  Commiss ion ' s 'po l i cy  and p rocedure  under S e c t i o n  6 ( b )  
of t h e  Consumer.Product S a f e t y  Act (CPSA) f o r  d i s c l o s i n g  t o  t h e  
' p u b i i c  i n f o r m a t i o n  from which t h e  i d e n t i t y .  o f ,  t h e  , m a n u f a c t u r e r  o r  
p r i v a t e  l a b e l e r  c a n  b e  r e a d i l y  a s c e r t a i n e d . .  The r u l e  e x p l a i n s  how 
t h e  Commission w i l l  .c.arry o u t  i ts Sect5on 6  ( b )  r e s p o n s i b i l i t i e s  t o  
g i v e  n o t i c e  and o p p o r t u n i t y  f o r  comment to 'manufac ' tu re r s  and 
p r i v a t e  l a b e l e r s  'of proposed d i s c l o s u r e s  of such ' .p roduc t - spec i f i c  . '  . 

i n f o r m a t i o n ,  and t o  t a k e  r e a s o n a b l e  . s t e p s  t d  a s s u r e  t h e  a c c u r a c y .  . 
and f a i r n e s s  of t h e  i n f o r m a t i o n  t o  .be  d i s c l o s e d  . and  t h a t  d i s c l o s u r e '  . . 
i s  ' reasonably r e l a t e d  t o ' e f f e c t u a t i n g t h e  p u r p o s e s . o f  t h e  a c t s  t h e  
Commission a d m i n i s t e r s .  T h e  Commission was ' b r i e f & d  . o n  t h e  d r a f t  
f i n a l  r u l e  a t  t h e  ' ~ o v e m b e r  16 ,  1983, commission, meeting.  . A t  ' 

t o d a y ' s  meet ing;  t h e  Commission c o n s i d e r e d  a number df  sugges ted  
r e v i s i o n s  t o  t h e  d r a f t  rule, made b y ,  i n d i v i d u a l  ~ o m k i i s s i d ~ e r s  and 
t h e  Off i c e  o f ,  t h e  Genera l  counse l .  . . . . 

. . 

. , 

Fpl lowing d i s . i u s s i o n ,  t h e  commissioh. vo ted  unanimously (4-0) 
t o  i n c o r p a r a t e  i n  t h e  f i n a l  r u l e  o r  . i n  t h e  p r k a m b i e  t o  t h e  r u l e  t h e  . . . . .  

c l a r i f y i n g  changes sugges ted  by t h e ,  O f f i c e  of t h e  Genera l  C o u n s e l , ' .  .. 

and c l a r i f i c a t i o n s  re1,a.ting"i.o ' t h e  f o l l o w i n g  s p e c i f i c  concerns :  
. . 

. . . .  . . . . .  
< . . 
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Minutes of Commission Meeting, December 14, 1983 '(continued) 
7 . . 

(1) on a case by case basis, CPSC will follow Section 6(b) . 
procedures, although not legally obligated to do so, in processing 
information that mTght,be in its files pertaining to a product 

- outside CPSC jbrigdictio"n; (2) the agency will use and emphasize 
the .terms staff and preliminaky on all staff preliminary hazard 
determination reports; (3) the Commission and its staff will follow 
the provisions of the 6(b) rule although it is interpretive; and 
(4) another agency to which CPSC forwards information on matters 
not in CPSC jurisdiction is not required to itself follow Section 
6(b) requirements pr-ior to its own disclosure of the information. 
On a separate motion, the Coinmission decided by a vote of 3-1, with 
Chairman Steorts, Commissioner Statler and Commissioner Zagoria 
constituting the majority and Commissioner Scanlon dissenting, that 
it was unnecessary to add to the rule a specific provision about . 
the qualifications of CPSC staff who evaluate information proposed 
to be'disclosed or the methods of analysis used by staff. A motion 
to add to staff preliminary hazard determination reports 
explanatory language regarding no formal action having been taken 
by the Commission failed for lack of a second. 

The Commission then voted 3-1, with Chairman Steorts , 
Commissioner Statler and Commissioner Zagoria constituting the 
majority and Commissioner Scanlon dissenting,' to approve the final 
interpretive 6(b) rule as revised at today's meeting. Each of the 
Commissioners filed a statement concerning his or her vote, and 
these are attached. Commissioner Armstrong was not present for'the 
discussions on this matter and did not participate in the vote. 

2. Formaldehyde in Products 

The staff briefed the ~&mmission on its investigation of 
products to determine which consumer products could be potential 
major contributors to consumer formaldehyde exposure. The staff 
reported its conclusion that fibrous glass insulation and ceiling 
tiles would have little impact on in-home formaldehyde levdls, 
while pressed wood products were identified as having the potential 
to contribute significant amounts of formaldehyde to theAindoor 
air. Investigation of pressed wood is a continuing ~ ~ ~ ~ ' ~ r o j e c t  in 
the Household Structures program. The staff also noted its 
continuing investigation of formaldehyde-resin treatment of 
textiles, which will be the subject of a separate briefing. 

3. chronic Hazard Advisory Panel on Formaldehyde - - . . 

The Commission discussed the letter sent to the National 
Academy of Sciences concerning the formation of a Chronic Hazard 
Advisory Panel (CHAP) on formaldehyde as to whether the-letter 
should be revised to include reference to specific consumer 
products the CHAP would be asked to examine. The .Commission agreed 
that the letter would stand as transmitted and that further 
specificity could be incorporated in the Federal Register notice 
inviting nominations for the formaldehyde CHAP. 
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4. ' .  ch ron ic '  ~ a z a r d  ~ d v i s o r ~ .  Panel  oh DEHP . .  . 
. . 

. .  , . . 
. . 

. . The. ,~bmrnission e6nsidered a d r a f t  ~ & d @ k a l  ~ e g i s t e r ' ~  n o t i c e  ' . 

: 
. . 

- .  

. ,  . 
'. i n v i t i n g '  recommendations %or exper t  s c i e n t i s t s .  t o  s e r v e  a s  members 

. . .  . . : of a Chronic Hazard Advisokji Panel  (CHAP) oA di(2-ethylexyl ')  , . 
* .- 

.phthal.ate (DEHP) . i n  va r ious  , & h i l d r e n l s  products .  Thk ' ~ o m i s s i o n -  . . 
, . 

. 
had 'voted on -September 15 ,  ' 1983, , t o :  convene t h i s  CHAP . on DEHP . , 

. . .  . . 
... . .Following a b r i e f  d i scuss ion ,  ' t he  Commission voted ' un?nimously 

(4-0) - t o  i s s u e  t h e  Federa l  Reg i s t e r  n o t i c e - a s .  d r a f t e d .  .. 
' .  . 

. . 
,Commissioner ~ & s t r o n ~  was no t  ' p r e sen t  f o r  d i s c u s s i o n ,  of t h i s  ; ' 

"mat te r  and d id  n o t  p a r t i c i p a t e ,  . in  t h e  vo te .  .. .< ,;, . . . . ' : . , . , .  . . . . . . ., . ... . 

. , .. .. , , , . . * 2 . * .  . . . . ~ e k t , i n ~  t h e  i n  .c iosed ' sess ion ,  t h e  ~ o m k i ' s s i ~ n  cbhsiderkd 

a d r a f t  s ta tement  d f  .Enf oi-iemkntl Po l i cy  . t h a t  would advise  
. .. . . 

. . manufacturers  and importelrs of .  rubb& . p a c i f i e r ?  ttiat."the Comn+ssion 
' 

. . may b r ing  i n d i v i d u a l  enforcement ac ' t ions a g a i n s t  
conta in ing  more than 60 p a r t s  . p e r  b i l l i o n '  o i  n i t rosamines  a s  banned 

.,hazardous s u b s t a n c e s  under t h e  ~ e d e r a l .  Hazardous Substances 
. .  . 

. ,  . - . A c t  (FHSA). Pub l i ca t ion  of a CPSC' po l i cy  s ta tement ,  a p p l i c a b l e  t o  
. . .. . .  . paei f  i e r s  ' i n t r o d u c e d  i r i to  ' i n t e r s t a t e  commerce . a f t e r .  December 31, 

1983; would be . ,coordinated wi th  a s i m i l a r  n o t i c e ,  by. t h e  Food and 
. Drug Administrat ion:  concerning nit-rosamines i n  rubber  baby b o t t l e  . 

: ' n ipp le s .  , The s t a f f  had b r r e f e d  .the Commission i n  a c l o s e d  s e s s i o n  
. . on 'November 14., '1983,'"on t h i s  approach . f o r  address ing  t h e ,  p o t e n t i a l  

r i s k  of chronic .  i l l n e s s  p re sen ted  by n i t rosamines  i n  p a c i f i e r s .  
, : .. ' 

Fdllowing discussion. ,  t h e    om mission voted 3-1 t o  approve t h e  
d r a f t  F e d e r a l - R e g i s t e r . n o t i c e  of enforcement po l i cy  wi th  regard t o  

. rubber p a c i f i e r s  conta in ing  n i t rosamines  wi th  t h e  a d d i t i d n  of 
: . language t o  adv i se  consumers t h a t  CPSC ' i s  t e s t i n g  p a c i f i e r s  f o r  - 

ni t rosamine  content  and upon completion and eva lua t ion  of t h e  
t e s t i n g  w i l l  provide guidance t o  consumers , to  a s s i s t  them i n  

, .  eva lua t ing  t h e  comparative s a f e t y  of rubber p a c i f i e r s .  A j o i n t  
. . . , s ta tement  by chairman S t e o r t s ,  Commissioner S t a t l e r  and 

, .Comm.issio.ner. Zagoria on t h e  views of t h e  .ma jo r i t y  and. 'a stateinent 
o£ d i s s e n t  by Commissioner Scanlon were f i , l e d ,  ,copies  of which a r e  
a t t ached .  commissioner . Armstrong was no t  p r e s e n t ,  f o r  d i scuss ion  of 
t h i s  m a t t e r  and .d id  no t  p a r t i c i p a t e  i n  t h e  vo te .  . . .  

. . .  . . .  

There being n o  furthe: bus ines s ,  Chairman ~ t e b r t s  a d j  ourned t h e  
. . - . .  ' .  meeting.. , ' 

For t h e  Commission: 

s e c r e t a r y  
. . .  

Attachments 
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WASHINGTON, D.C. 20207 

T h e  Chairman 

STATEMENT 
Nancy Harvey S t e o r t s ,  Chairman - 

Consumer Produc t  S a f e t y  Commission 

Commission Meeting F i n a l  Rule  on  S e c t i o n  6 ( b )  
. . Wednesday, December 14,  1983 

I n  my v iew,  t h e  f i n a l  d r a f t  s e c t i o n  6 (b )  r u l e  which t h e  Commission 
v o t e d  on and approved today i s  w e l l  r easoned  and ba lanced .  It  c a r r i e s  
o u t  bo th  t h e  l e t t e r  and t h e  s p i r i t  of s e c t i o n  6 ( b ) .  

More i m p o r t a n t l y ,  a s  i t  now s t a n d s ,  t h i s  r u l e  r e f l e c t s  a  consensus .  
I n c o r p o r a t e d  i n t o  t h i s  i n t e r p r e t z t i o n  a r e  a  nunber  of changes based on 

' comments submi t ted  by members of i n d u s t r y  and consumer groups.  I b e l i e v e  
t h e s e  changes have he lped  t o  c l a r i f y  a  number of t h e  p r o v i s i o n s  i n  t h e  
proposed r u l e .  Th i s  i s  a s  i t  should be  i n  t h e  s p i r i t  of coope ra t i on .  

I b e l i e v e  indeed t h a t  enough t ime h a s  passed .  Enough o p p o r t u n i t i e s  
have  been p r e sen t ed  f o r  comment. Enough changes have been made. Qui te  

' s i m p l y ,  enough i s  enough. 

I n  my mind t h e  r e s t r i c t i o n s  t h a t  6 ( b )  h a s  p l aced  on t h i s  Commission 
a r e  f a r  t o o  l i m i t i n g .  Although 1 r e s p e c t  i n d u s t r y ' s  concerns ,  I do no t  
z g r e e  w i t h  t h e  g e n e r a l  o p i n i o n  t h a t  r e l e a s e  of i n fo rma t ion ,  e s p e c i a l l y  
i n f o r m a t i o n  t h a t  i s  r ea sonab ly  a c c u r a t e ,  i s  u n f a i r .  

A s  was d i s c u s s e d ,  I f e e l  t h a t  p r e l i m i n a r y  hazard  de t e rmina t i ons  
should  be reviewed on a  c a s e  by c a s e  b a s i s  and should  be  r e l e a s e d  under  
a p p r o p r i a t e  c i rcumstances .  However, any documents r e l e a s e d  must be 
c l e a r l y  marked a s  p r e l i m i n a r y  s t a f f  v iews.  

I am concerned,  however, about  t h e  l a c k  of manufac ture rs  response  
t o  consumer compla in t s .  I hope t h a t  i n  t h e  v e r y  n e a r  f u t u r e  t h a t  a l l  
t h e  compla in t s  s e n t  t o  them from CPSC w i l l  be e x p e d i t i o u s l y  handled and 
t h a t  t h e  manu fac tu r e r s  w i l l  l e t  u s  know of  t h e i r  a c t i o n s .  I cha l l enge  . 
t h e  manu fac tu r e r s  t o  u s e  t h i s  mechanism s o  t h a t  we may a g a i n  form a  
p a r t n e r s h i p  t h a t  w i l l  be  meaningful  and i n fo rma t ive .  Complaints 
c o n s t i t u t e  a n  " e a r l y  warning s i g n a l "  t h a t  t h e r e  may be  a  p rodue t  s a f e t y  
problem and i t  w i l l  be i n  everyone ' s  i n t e r e s t  i f  t h e s e  compla in t s  a r e  
add re s sed  immediate ly .  



U.S. CONSUMER PRODUCT SAFETY COMMISSION 

WASHINGTON. D. C. 20207 

CONCEEWTNG ~ S S I O N  APPsm?G OF RULE FOR 
D I r n U R E  OF PRODUCT H7gmDS 

The Ccxrmission today approved an operating rule for disclosing 
infomation to the public under Section 6(b) of t l e  Consumer Product 
Safety Act. Of a l l  federal health and safety age~cies ,  the D S C  i s  
shackled by an oppressive s t z t ~ t e  eat severely l i i i c s  what consumers 
can be told about specific brmds of products tkt my cazse serious 
inj-1 or death. 

- 
Because of limita'tions m s e d  by Congress zqd Lie courts, the 

Carmission must a&ere to a hicjh= ciegree of caucion in releasing - 
hazzrd infom'tion than prosecutars or p i i c e  So i , b ~ ~  they a i r  m w s  
of -prsons arrested in cr imird  investigations. ?roduct m s  get 
greater protection than the law affcrds 'to privatz citizens. By 
statute,  protecting a f h ' s  reputation has been accorded m r e  
protectian than preserving human l ives.  

T d a y  we inade do with what l i t t l e  f iscret ior  we have in th i s  
mtter. We took steps to ensure that accuracy, c2. f a i n e s s  to 
m~ufac tu re r s  md reta i lers ,  would ke the ~ r m m t  c3nsiGerations 
in any agency disclosure, by permitting h~.=d kLorrrat2cn t o  'be 
clezzed, i n  advaiice, by t l e  canparlies r i d .  i h z t  we CiC? ' t 2.0, and 
c o u l ~ ' t  do ms t o  a l t e r  the @icy y ~ c c h  Congess Ftself x p s e d  
often qags us, and frustrates our mission t o  avezz hman kagec?y frm 
unsafe p r d c t s .  

The ba l l  is n w  back in Congress' court. A better  balance must 
he struck hetween the public's r ight to hew a b u t  product risks as  
soon a s  p s s i b l e  and a ccmpany's legit inate concern about unfair or 
nisleading publicity. Mistakes can he mde. And. a&ittedly, a f h ' s  
name, p r d c t  or prof i ts  can be affected. The ren&y for  that is  to 
s t ress  caution in disclosing i n f o m t i o n  -- not to prevent disclosure -- 
and to provide for  redress against the governrrent in the event of a 
darmqing error. 

The Camnission needs the sarru2 <wee of discretion for p r a p t  
action to  ave= injury and deaLth a s  o t l e r  healLl-m2-safety aqencies 
have. Vithout i t ,  xe are hardly Lhe -~itc>2cg t i ~ t  the  ?ublFc q e c t s  
and is enti t led to.  



U.S. CONSUMER PRODUCT SAFETY COMMISSION 
I 

WASHINGTON, O.C. 20207 

STATEMENT 

COMMISSIONER S A M  ZAGORIA 

I n  a d o p t i n g  t o d a y  t h e  i n t e r p r e t i v e  r u l e s  on Sec ton  6 ( b ) ,  

t h e  Commission h a s  a t t e m p t e d  t o  c a r r y  o u t  i t s  s t a t u t o r y  o b l i g a t i o n  

t o  " c o l l e c t ,  i n v e s t i g a t e ,  a n a l y z e ,  and d i s s e m i n a t e  i n j u r y  d a t a  

and i n f o r m a t i o n ,  r e l a t i n g  t o  t h e  c a u s e s  and p r e v e n t i o n  of  d e a t h ,  

i n j u r y  and i l l n e s s  a s s o c i a t e d  w i t h  c o n s m e r  p r o d u c t s . "  

I While some r e p r e s e n t a t i v e s  of i n d u s t r y  o f f e r e d  s u g g e s t i o n s ,  

some o'f which were a d o p t e d ,  t h e  ~ C o m i s s i o n  w i s e l y  v o t e d  down p r o p o s a l s  

which would nave  hampered t h e  s t a f f  and t h e  Commission from doing i t s  

d u t y .  I n f o - m a t i o n  g a t h e r e d  by c o m p e t e n t ,  t r a i n e d  p e r s o n n e l  should  

n o t  be w i t h h e l d  from t h e  p u b l i c  i n  o r d e r  t o  p r o t e c t  i n d i v i d u a l  f i r m s  

whose p r o d u c t s  have been t h e  s u b j e c t  o f  i n v e s t i g a t i o n .  I n d u s t r y  i s  

e n t i t l e d  t o  c o n s i d e r a t i o n - - a n d  i t  h a s  been  accorded--but  s o  a r e  t h e  

consumers,  f o r  t h e y  are t h e  i n n o c e n t  v i c t i m s  i n  t h e  heavy t o l l  of 

d e a t h s  and i n j u r i e s  a s s o c i a t e d  w i t h  i n d i v i d u a l s  consumer p r o d u c t s .  

December 1 4 ,  1983  
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STATEMENT OF. - 

TERRENCE M .  SCANLON, VICE CHAIRMAN 

CONSUMER PRODUCT SAFETY COMMISSION 

ON 

PASSAGE OF FINAL 6 ( b )  3ULE VNDZR THE 
CONSUMER PRODUCT SAZETY ACT 

December 1 4 ,  1983 

I r e l u c t a n t l y  d i s s e n t e d  i n  a?proving t h e  f i n a l  r u l e s  
implementing t h e  1981  amendments t o  S e c t i o n  6 ( b )  of t h e  Consumer 
P roduc t  S a f e t y  A c t .  I d i d  s o  because  t h e  Commission f a i l e d  t o  
a d d r e s s  t h e  u n f a i r n e s s  r a i s e d  wi th .  r e g a r d  t o  d i s c l o s u r e  of 
T r e l i m i n a r y  Razard D e t e m i n a t i o n s  ( ? H D s )  . To d i s c l o s e  & e s e  
documents w i t h o u t  Commission a c t i o n  i s  u n f a i r  t o  a l l  concernee .  

PSDs mede by s t a f f  a r  
t h e  Genere i  Counsel  f o l l o w  
t h e r e  was no concern  w i t h  
t h a t  a  v o I u n t a r y  c o r r e c t i v  
consumers h a s  been a g r e e d  
P H D s  i n  such  i n s t a n c e s  i s  
and consumers because  t h e  
d e t e r m i n a t i o n  w i t h  r e g a r d  

e  r e l e a s e d  a c c c r l i n q  t o  o u r  O f f i c e  of 
. ing  e i t h e r  (1) a  d e t s r m i n a t i o n  c:?a: 
r e g a r d  t o  2 ? a r t i c u l a r  p r o d u c t ,  o r  ( 2 )  
e  a c t i o n  p l a n  w i t h  n o t i c e  t o  t h e  
upon w i t h  t h e  m a n u f a c t u r e r .  T o  d i s c l o s e  
fundamenta l ly  u n f a i r  t o  t h e  manufac tu re r  
Commission i t s e l f  h a s  made no f i n a l  
t o  t h e  consumer p r o d u c t  i n  q u e s t i o n .  

A l s o ,  t h e  f a i l u r e  t o  a d d r e s s  t h e  PHD d i s c l o s u r e  q u e s t i o n  i s  
n o t  i n  t h e  s p i r i t ,  I b e l i e v e ,  of t h e  1981  Congres s iona l  amendments 
t o  6 (b). 



Statement of 
Nancy Harvey Steorts, Chairman 
Stuart M. Statler, Commissioner 
Sam Zagoria, Commissioner 

on 
Nitrosamines in Pacifiers 

December 23, 1983 

Last year the CPSC was made aware of the fact that rubber pacifiers 
made for chi ldren contained nitrosamines. These chemicals have been 
shown to be carcinogenic in a large number of laboratory tests in 
different animal species. As a result, early last year, the Commission 
voted to designate this issue as a priority project for FY 1983. During 
this year the staff has worked with the Food and Drug Administration and 
the Plat ional Center for Toxicological Research to identify the specific 
nitrosamines present in rubber pacifiers and to determine the amounts of 
these substances that can be released under simulated conditions -of use. 
During this same perfod the FDA has been investigating these same 
questions with regard to rubber baby bottle nipples. 

We notiffed the rubber pacifier industry of our results as soon as 
they became available. In discussions with members of this industry we 
have emphasized the need to reduce the levels of nitrosamines to the 
lowest level' possible in these products, and have started efforts to 
achieve these reduct ions through cooperative efforts that may 1 ead to a 
voluntary ' standard. 

Most rubber pacifiers sold in thfs country are imported, corning 
from many countries in Europe and Asia. This makes the process of 
achieving consensus more difficult than if the pacifiers were all 
manufactured in this country. Nevertheless, and in spite of the 
difficulties, we are very hopeful that a voluntary standard that results 
in further reductions in nitrosamine levels can be achieved. We 
understand that significant reductions in ni trosamine levels have 
already occured. 

Because of our concern, and in order to avoid unnecessary exposure 
of infants and young children to nitrosamines, we decided to vote in 
support of the staff recomnended enforcement policy. This pol icy states 
that the Consumer Product Safety Commf ssion wi 1 1  consider taking legal 
action in those instances where the nitrosamine levels in pacifiers 
exceed 60 parts per billion. This policy has been closely coordinated 
with the FDA who has published a compliance policy guide which 
establishes 60 parts per billion of nitrosamines in rubber nipples as a 
basis for regulatory action. We are extremely pleased with this example 
of how government agencies can work together to achieve a common pol icy 
and goal. 

We have voted to publish this policy not as a substitute for the 
voluntary standard process, but rather to notify the industry and the 
public of our intent to ensure that pacifiers with excessive levels of 
nitrosamines are not introduced into comnerce. It is our belief that 
this combination of efforts will provide the greatest benefit to the L J 

consumer. i ' 



U.S. CONSUMER PRODUCT SAFETY COMMISSION 

WASHINGTON. D. C. 20207 

STATEMENT OF 

TERRENCE M. SCANLON, VICE CHAIRMAN 

CONSUMER PRODUCT SAFETY COMMISSION 

ON 

NITROSAMINE ENFORCEMENT POLICY 

December 2 3 ,  1984 

I decl ined t o  support  an enforcement policy toward c h i l d r e n ' s  
rubber p a c i f i e r s  containing nitrosamines voted by t h e  Commission. 
Rather, I would c a s t  my vote  f o r  publ ic  d i sc losu re  of ava i l ab le  
information on nitrosamine l e v e l s  found i n  p a c i f i e r s .  Such a 
statement could l is t  known s tandards  on nitrosamines i n  c h i l d r e n ' s  
products and the  l e v e l s  t h a t  would be allowed i n  t h e  voluntary 
standard proposed by indus t ry  before  t h i s  po l icy  was imposed. The 
voluntary standard paralleled the German Standard and had been 
accepted by a l l  members of the  Toy Manufacturers of America. I f  
poss ib le ,  and i n  accordance w i t h  t he  f a i r n e s s  procedures ou t l ined  
i n  our s t a t u t e ,  we could l i s t  manufacturers who w i l l  comply with 
these  s tandards .  This approach is  f a i r  t o  consumers because 
during t h e  pendency of t h e  regula tory  proceeding they w i l l  be 
given accura te  and p r e c i s e  information t h a t  would otherwise not  
be ava i l ab le .  I t  is,  a t  t h e  same t i m e ,  f a i r  t o  manufacturers 
because it assu res  t h a t  any mandatory ac t ion  w i l l ' b e  i n  accordance 
with appropr ia te  rulemaking procedures e s t ab l i shed  by t h e  1 9 8 1  
amendments . 

Congress c l e a r l y  intended t h a t  carcinogens be addressed by a 
Chronic Hazard Advisory Panel (CHAP). Bypassing t h a t  d i r e c t i v e  
now may prove a n e t  detr iment t o  consumers i n  t h e  long-run. I 
cannot support  such a pol icy.  
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i CONSUMER PRODUCT SAFETY ~ l o t h i ~ ~ e x t i l e < ~ l 6 ' ~ ~ ~  Part 1610). '-- 

1 . COMMISSION . .  ., . , ' . .;i:%& .;., ..-; . . 
, . :i.L;b.. 

- . . - That-standard and the.Flammable . . . , 

.r.-*e- .... I i... ,% :> '- 

'.-.-dw' - ' - Fabrics Act (FFA, 15 U.S.C. 1191 et seq.) I , . I  ?;-+, ,.-. ~. . Part ., 6 1 0 : : ;i$;~;~~&$~.;~:j, : . . require-that articles of wearing apparel f - - I  
. . .. . , :,.,:, .=rs;,,: . . -.-.:-.2;z:z;. . . - -,,, . . . +,:.$T.."T. -- - 

.. . and fabrics used or intended for use as . 1 
Standard for Flammabe:of Clothing . - ;.:,cl&h Gt.Lxhibii "rapid"' j 

! ' 'Rertlles; !?e?@ngdft=.!&t-. . ..u::;Z~~'~:.:~a& intenee burmiRg'iw&n;~?&~~~I:d&51t~ z,ped+ .on5p#.pp@ Ammdment7bf @$&:?:-J:?~:--'- -,.. --'-=: .'- , , , , , > a c c o ~ ~  *&@tpe:standard.+$.;<+i$,g<+zg:jii 
R U ~ S  EstBbIishing R~q i i i ~~~~~; ;~~~$g , ; , ,n -6FFAinUtmizeb :~ ,  . .. . .. . . .... on-.. "-1 

.. , 

 testing .T6.su p+TG'u"dgirtiis , a n d : ~ a c o ~ k & ~ i ~ ; ~ ~ : ~ ~ ~ ~ ~ ; ~ , ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~  :;::+.. *a- .,.,*v ..73-.-+..-~+ t J ~ w ; ~ : .  :.I-. I '  
:,i: -+FF*+%<:p**wq*j,2$,g :-+*; -2 ;2<A>...... . - -.:* * *- --- ,-,*a ,. :,, ...A ;: ,+..I ...- 
.. . . :.i,ms+ps5~3~+72~~4~&kk:,.,- *., . ~ ~ , ~ l ~ i ~ m g - a d n a m s ~ ~ i i ~ ~ ~ ~ l j y ~ d : !  ...+ i...C.:i.~... :.. *.,,, .,,... 
- .  A~&s..C;ing*er :&dii'df S~;ijr:5.f;{~~;;$;;i~tia~gtiga$10n~ m d $ ~ . ~ m , ~ , ~ $ " ~ ~ : /  
:j C;a"t&xz;; i&j  ..F3j :&,ilL $33g7".$&;- g-;;-;??$:,;.!?:-: l .?.- - * h z < < .  .. s .-#. :.,> ,:<.<7 L 

. . , .~ ,.s-li&,T;r: ..-. :.crFn.*.,&f;g.., , . , , . . :r . :.-,.-x*.~&~?.r..?r . , , , - .. ri..,' . A : .  ..~,.prosecuti6n~'iri the case -of anY3$l!i$' .;.\ 
! 

. .!,,- hxrrnEoF,,q~of .*.: .-. ... . c ~ n 2 p ~ o d ~ ~ ~ o ~ a t i . t i 0 , r ! r ! ~ ~ s , u c ~ ~ ; a s t a a 1 ! d a r d ~ , ,  : i ~ ~ ~ ~ ~ ~ ~ $ ~ '  
. -. . - . .,: ;. - =. , . . , - - .-? .;-.+~;x.i+:,~..- -7 * ,,. .- . . .- . ,.>' ' ..... --" si_. -..+ "Secticfi .Blarof ,&em:[15 .U.S ;c.:<-:'-i--r -! 

sliisluihe+~h$.,~mrnisj+-- :i$';:> ..,... .ri 197(a)) pro~d&_th~,no~person~&ali::~: :': i 
- -  '.that .&is :mopem &e'~,*'for:~eCeipt: .: subject to criminal pmsecution for a .  ; ' 

1 of written commente on proposed$:":. ::r; :. ..vjolation o f & e t m ~  $.,that :s:Lr: ::$ ; 
aIIlCXdIlX?.dts-to regdatio~iwhidl: :: :".' - -establishes a guaranty received in good ' 
~rescfibetequkmentsifo~,*g and . faith which meets all requiremen! of : . ' 

~c-eping b ~ ~ r f : m a e s  of.:.. -section 8 of the FFA..(A guaranty does " -  :. 
prducts;fab~m~~md~lated~materials pro~,je a d e w s e b a n y  .: 1.. ,.. :..:. .,.;. - 

stibject'to the Standard for the - administrative action or to any civil 
1 Flammability of Clothing Textiles. The litigation.initiated under he FFA) . . 

1 Commission proposed the amendments 
j because .it believed that the Requirements for Guaranties 
! requirements for t e s t i r ~  and Section 8 of the FFA provides for two 
I i recordkeeping to SWPofi €Paranties of types of guaranties. The first is an initial 
i items subject to the standard could be .which .must be based on ' made less burdensome-to tbe regulated Itreasonable and,repmentative.teSt9*1 . . . I i n b s b y  without d u s h i n g f i e  level of hade in accordance with an applicable 1 safety afforded ;to t&e -public.Xhe standard issued.un&r.theFFA; The ' .  . 

! Commission is reopening the period for  second is a,guarant,, based on a ,  . 
I receipt of written ctxnments.m~the - ;. : , guaranty,..~re~ve b:gooa fi& *d\tbe ;,. 1 . : 

. . j pmposalin.orderdo ensure t h a t d l  ' . , , ,ef~eect.bat reason~le,,$d.,~, ,. ;. 1,; 
! inter&ted.parties, includingconsumers, . jests made.in acco~anc. ., 
: consumer groups, amall businesses, and 'M,ih an applicable flammability., 

i organiza-tions representing small standard demonstrate,conformance with 
businesses, have opportunity to .that standard. 
comment on the proposal. The Neither the FFA nor the cloihrng 1 Commission!staifd' meet with any extiles standard requke ai1y penon or 

i parties who desire an  explanation of the firm to issue guaranties of items subject purpctse and provisions of he proposed to that standard. However, the 
! amendments. Commissior, has iriformation tq  the 

-- DATES: Interested parties are inkited to e,fect.that aFproximstely l,~m firms 1 submit written comments on . the . conduct testine each vear to suouort 

I proposed amendments.on.or b e h e . .  -:. :. :;, initid,wmces$ ii&,&]subj~&b'+~l].:~i~ 4 
~ ~ b i , , ~ ~  .I&. ~984.+,,,,~ $!i Fi<;.::y~.s;;:.'; ,%, ;.,-. . - . ..I.- . . . i> ,. -1' clbfiinn:wtilbs'&&& That .,&i..s.;.: - ; ,. . .; ;, . 

... . . 

. 

ADDRESS: . ads +d.m:i.i ;;&;.-.- ;,-i:z;.!..::; +'''j&iFat&slfi>t ,&, ~;'G:5r;i>.[ , . ac&,&$*,,*riai888S~&&j ".:.'.'>5:"'.-. ,;LSG.~~::;$~~ . *.:"-::A .;.&,z.:...L. --. .... , ,:,,ayer-=, ~ e ~ @ & ~ & ~ t h ~ ~ ~ ~ ~ . C o n d U ~ ~  . :.::.r.i; 
: j. 
. ., &&&d ,b *6 -*;:&&&&+- ..->,... - :,,x: .+&. . . . >T.-. . *:..<;tb ' .*,.",s --,>- d ./. .s .*,. ;z.c., ;- %,$?jCGa; :! 
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.%: i.,clg*T2&i St:aiidard. .,wp'bke"d ?4 -;@*. .-- . .-,< *.. , .? ,...-.. ...w..z. .. .- :" . . . , ... 

.set for% ~e~uiremeiitgfbr the *esand ' . 
Amendments .of:Regulations.Prescribing , amounts of testing kkmed to be : .r.'.;:.. . . 
Reqsrirements for.Testing and;-.:& . . representative- for .;. . , ' 
Recordkeeping to Support Guaranties." ' pq?ses of sup~orting initial gu~anti.es 

' 'FOR ~AMER:INFORMATION COMTA- .,.. ': :'- , -  , : of ite& s u ~ & t r ~ ~ & e : ~ ~ t h i n 8 8 8 ~ & e 8  . - 
. 

L. JaqesSharman;.Office of -gram -1.;- - :standard. Recordkeeping requirements ;< , :% 

. M a n a ~ e n t . C d n ~ w ~ P r o d ~ ~ t ~ S a f e ~ .  . for persons and fi&in$lissuing .para&e* .' i 
Commission, Washington; D.C..?QN~; - . ere set forth at  l! .161~,36. : - . - . . ' j tdephrme .f301) 828Sx::zy:7.;i: % . , .. . . . . .. 

~ e b i e w  of Standard ' I - ' '  1 SUPPLEMENTARY IXFOR~A~LT ICW~~  the 
1 Federal 'Register cf August 32,1982 (47 . In 1982, the Commission reviewed the 
( FR 350061, the Commission pmposed ciothing :extilles standartand 

amendment of ceitain administrative . jmpleinenting rules to determine if any ' 1 
and enforcement rules implementing the burden which they may impose on the. i Standard foi the Flammability of textiies industry could be eliminated or 

i 



*t 

Federal  Register / Vol. 48, No. 241 / Wednesday, December 14, 1983 / Proposed Rules 55579 
W . w  - 
reduced without decreasing the level of from requirements for further tes'ring to 
safety available to consumers. In this support guaranties. 
review, the Commission considered the The Commission also pmposed . 
requirements 01 the standard and . . amendment of 9 161038 to reduce the 
implementing rules; a memorandum period required for retention of records 
from the Commission staff with attached of testing to support waranties £ram .. - -  - 
background documents; apd an.: .: :. .,: .- ... three io:one.ye.ar.kr, ,:, :, ;. 2ĵ :i:~;;l 

informational .briefing. :fie,Commiesion . . . A more'detailed,de.scription of the '-;,':: 
decided, that.revision of the.. . i,,:,l,:::.: . :- proposed amen4ments k , m n t W d  in :., 
requirements. for the -frequency of t e s t iq  ?:;-the notie.  ~ f , p p p ~ ~ ~ l ; + t ; ~ ~ @ : ~ . ~ . ? (  . . 

: to:su~fiofi :+rafi t ies.s~t;f i~ ~ $ ~ ~ ~ + t . ' " ~ & ~ ~ 3 ~ ~ ~ 9 / ; ~ @ d e F d e F d e F @ . I h @ ~ ~ ~ .  .. -.i-- - .  of:?. - . 
, *-..-L. ,%.:.:.; .c+i.:i:+:7.&r: z --*<, :;'. ". 8 16l0.3~,ma~~~b~e,~ossible~to~eliminate ?~ , : . .~ :~p?sa l . '~  z ;;: :.,s. 7c,?:A3 . ' v ' ,.+- .*.<v ..-- . m . 7 - -  . . ~%+,:.~ . .A!.s .;,-.: ,.I.-- 

any,unnecessary burden yhich:m+~be_:,, : , , , , c o ~ e h t s  &n:pr6"posd i,~~-~'tt:.j:;~~?;i.i.~:r;:-:!::;. . - 
imposed~~onlthe regulated kdustry ,+,.:. :,;: ... ... I. ;;&k++:td . i- ~.:p~wosed .. ., .< ..ei~~,~::.t~.":..i-7..:-.;i.r -:-; :;,;;::5;.; .--. - -  ' -, - 
withoht diSnisliing the level of safety;:: 

. currently hfforded to thepyblic by .the . . -  ~ ~ ~ ~ ' ~ ~ ~ m % ! $ f ~ ~ ; ~ ~ i ! ~ 7 :  . ' 

standard. The Co&ission also decided 
to propose reduction of the.period. , , ,  

manufacturers, seven trade associations, 
required by 5 1610.38 for.maintenanc& of .and me cO?-er ' @ o u ~ * ~ ~ ~ e  -.'' ' -' 
records of testing to support guaranties Commentss a staff package discussing the conynents,and d .. - . fromthree years toone year.' . .. . r:. documents cited of -;--::, :, 

The proposa1 for.amendment Of the ' 

proposal areavailable,3m inspection in gcaranty testing rules'was published in the Commission,s public reading room, 
the Federal Register of August 12,1983 8th 1111 Street N.w., 
(47 F!? 350061. That notice proposed Washington, D.C., or from the Office of 
:?vision of existing § 1610.37, which now the Consumer Product Safety 
prescribes the kinds and frequency of Commission, Washington, D,C. 20207; 
tests to support initial guaranties, with a telephone: (3011 492-6800. 
requirement that each person or,firm At a meeting of September 22 1983, to 
issuing an initiai guaranty of a p r o d d ,  consider issuance of final amendments 
fabric, or related material which is based on the proposal, t h e c o ~ ~ d s s i o n  
'subject to the standard shall support expressed concern h a t  consumer groups 
that guaranty with a "program of may not have been aware of or fully . 
reasosbie  and representative teste." understood-the proposal for amendment 

The proposed amendment would . of the guaranty testing rules. ~ l t b o &  
lesve the number and  frequency of tests. the ndice of proposal contained a 
to the discretion.of the person.or firm ' certification that the proposed 
issuing the initial guaranty. amendments if issued on a h a 1  basis, 

The proposed amendments also would not have a sigrufkant ecanornic 
contained provisions to exempt certain impact on a substantial number of small 
:.!,,pes of fabric from any requirement for .businesses, the Commission also 
i.. , U A  . !her testing to scpport grauanties, expressed concern at that meeting that 
bdcause experience gained by the many small businesses and associatioris 
ind:;s~iy and ihe C C ~ F A ~ ~ S S ~ O ~ ~  in testing reprssenting such firms nlaj have been 
linder the standard indicates that these unaware of the proceeding for 
fabrics will a!ways pass the test in the amendment of the guaranty testing mles. 
standard. The fabrjcswhich were<:,;:i:.,:.r The Commi~s~ion~~e.ct,~~-the~s~~to ,I 
proposed for exemption b m . -  - .- :I:::.-. .' contact individuals and groups I . . . . 
requirements for further testing  to.-^:;-^,:-:^,::.. , representing consumeis .and ~ d . . i : , ' - ' ~  ' . .  
support g u m t i =  are; i;:r,:; -5 , . , ; i ~ r . ~ ~ x L 2 ~ :  :--: b m ~ s  4o-..msure4th&tl&ey &2:2?. . 

,hll.plain surface .fabrics weigwj.+! :,ii aware~f  :he,->ar$ h-&:&<-':l', .L.i-.: : 
2.6 ounces -or more per square g a r d ; ~ 5 i ~ 2 3 ~ $ ~ ; ~ ~ ~ o . ~ t ~ ~ t o ~ ~ i o ~  . P W ~ :  -..r..,rr ,.. . .. 

m&;,sz~2.~~*$&g::i w i ~ o n t . l r e g ~ r t t i  hr mnrent;: ;-&bs2=*i;3:,g:&ey-des+:$d[dp -:-%-I.' 

. . The Commission staff:is in the p-mess (2) All f a b n d m a d e  entirely from'' .' : 

of caUing and-mps - acrylic; modacrylic, nylon, olefincor 
polyester fibers, or entirely from representiq theinterests of consumers 

and srnalj .businesses to caag.out the . . combinations.of those 'fibers, both plain ' 
direction,of the Commissiaall -. ;, -- ,.-- -. surface and raised-fiber surface, . '-. 

regardless of weight. The pioposil also ' 
=quested, the staff may canduct . o w  or 

solicited.ddmments.about~any other . . .. more public.meeting3 withsuch . - 

typee-offabrics uc.hich.consistently yield individuals or p u p s  to explain the 

acceptable results when tested under . . 
puWoSe and provisions'ofihe:pmposal 

tLe standard, and which should be of August 12,1982. The time, date. and 

sdded to the list of fabrics exemped place of any such meeting will be 
anncunced in the Comm'lssion's public 

' Commissioner Edith Barksdale Sioan voted calendar. Any person or group desiring 
againil proposing lo reduce the period required for fuTther ~nformation about the proposed 
teniention of test records. amendments should call L. James 

Sharman, Office of Program 
Management at (301) 492-6554. . . . , 

The Commission will consider all 
comments received though February 13. 
1983,.in response .to this notice,..as well 
as all comments previously submitted in 
respmse..to,the A@fstXz ,':.;?i:-[ 

1982, before taking g y  final-action in 
~s proceedbg*:.d :. ., >-, ;, iL< ;:,;:*FA .&:; :?:" :>: 

. . 
..- ...L.? ...... *>..I.. .- - - " .  Dated::Decehber.,;.1983; *g;$*:;.:----, ,-:; 
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Safety Commission. Washington. D.C. so that when these areas are subsequently 
20207, (301) 4924477. exposed to ordinary sunlight (or equivalent 

Harleigh Ewell (office of the General radiant energy) an tnfiamrnatory reactlon w~l l  

Counsel). Consumer Product Safety develop. (Emphas~s added.) 

Commission. Washington, D.C. 20207, Since this defin~tion was issued in 
(301) 492-6980. 1961. there have been many advances in 

understanding the basic principles 
QUPPUMEMARY INFORMATION: The involved in allergic hypersensitivity 
Federal Hazardous Substances Act mechanisms. Based on modern concepts 
(FHSA or "the Act"), 15 U.S.C. 1261- of immunalogy, the definition of "strong 
1275, was enacted on July 12,1980. sensitizer" in 16 CFR 1500.3(~)(5) is 
Included-within the Act's definition of 

* 

incorrect with regard to the statement 
"hazardous substance" is "a strong that "an allergic sensitization develops 
sensitizer." 15 U.S.C. 1281(f)(l)(iv). The' by hean3 of an "antibody mechanism" 
FHSA defines "strong sensitizer" as in contrast to a primary irritant 

CONSUMER PRODUCT SAFETV / COMMISSION 

16 CFR Part 1500 

Strong Sensitizers 

AGENCX Consumer Product Safety ' 

Commission. 
A ~ O N :  Proposed revocation. 

. Suuu~Rv:  The Consumer Product Safety 
Commission proposea to revoke thc 
definition of "strong sensitizer" givt!n in 
16 CFR 1500.3(~)(5). The definition 
stated in this regulation is narrower 
than the definition given in the Federal 
Hazardous Substances Actand doea not 
account for certain current scientific 
theories about the ways some 
individuals can become sensitized to 
certain substances. The supplementary 
definition in the regulati~ns is being 
revoked because the statutory definibion 
should be adequate for use in any fuiure 
regulatory proceeding. 
OAT@* The ppposed.effective date is 30 
days after the publication of the fine!.; 
notice of revocation in the Federal 
Register. 

Comments must be submitted on o r -. 
before Febmary 2% 1984. , . 

AMLSSES: Comments may be mailed 
to: The Office of thesecretary, 
Consumer Product Safety Cornmissio:.i, . 
Washington, D.C. 20207, or hand 
delivered to the Office of the Secretary, 
Room 332.5401 Westbard Ave~ue,  
Bethesda. Md. 
FOR FURTHER INFORMATION COWACE 
Susan E. Feinman. Ph.D., Dirt!ctorate for 
Health Sciences. Consumer Froduct 

a substance which will cause on nonnal 
living h u e  through an allergic or 
photodynamic procesr a hypersensitivity 
which becomes wident on reapplilation of 
the jame substance and which is designated 
as  such by the [Coneumer Product Safety 
Commissionl. Before designating any 
substance as  a strong sensitizer, the 
[CommissionJ, upon consideration of the 
frequency of occurrence and severity of the 
reaction, sha1l.fim-l that the substance has a 
significant potential for causing 
hypersensitivity. IS U.S.C. 1261(k). 

This definition is restated in the 
regulations under the FHSA published at 
10 CFR 15q.3(b](9). 

On August 12 1961, the Food and 
Drug Administration (which at that time 
administered theFHSA) issued 
regulations under the FHSA which 
supplemented the statutory definition of 
strong sensitizer. 28 FR 7334 ( 4  lSl.lO(i)). 
In 1913. the responsibility for the 
administration of the FHSA was 
transferred to the Consumer Product 
Safety Commission, and the 
supplementary definition of strong 
sensitizer refened to above is currently 
published at 16 CFR 1500.3(c](5]. That 
paragraph states: 

(51 The definition of "strong sensitizer" in 
section Z(i)  of the Act (restated in paragraph 
(b)(9) of this sectlon) is supplemented by the 
following: A "strong allergic sens~tizer is a 
substance that produces an allergenic 
sensitization in a subrtantial number of 
persona who come in'contact withi t  An 
allergic deneitization developr by means of 
an "antibody mechanirm" in 
contradistinction to a primary irritant 
reaction which does not arise because of the 
participation of an 'antibody mechanisay 
An allergic reaction ordinarily doer not 
develop on firat contact because of necessity 
of prior exposure to the substance in 
question. The sensitized tissue exhibits a -~ 
greatly increased capacity to react to 
subsequent exposures of the offending agent. 
Subsequent exposures may therefore produce 
severe reactions with little correlation to the 
amounts of excitant involved. A 
'photodynamic sensitizer" is a substance 
that causes an alteration in the skin or 
mucous membrances in general or to the skin 
or mucous membrances at the site of contact 

reaction." 
While certain allergic reactions 

involve production of antibodies, others, 
such as allOgic contact dermatitis 
(ACD) do not. ACD is the main type of 
sensitization reaction caused by the five 
substances designated as strong 
sensitizers in 16 CFR 1500.13. The 
immunological mechanism involved. 
known as "delayed type 
hypersensitivity" (DTH) or 
"cellularmediated-immunity." cannot be 
transferred by serum (that contains. 
antibodies) and has not been shown to 
be associated with antibodies in any - 
way. (See. e.g., Gell. P.G.H.. and 
Coombs, P.R.H., Clinical Aspects of 
Immunology, 2nd ed. (1969) and 
Pattenon. R., Allergic Diseuses: 
Diagnosis and Management. 2nd ed. 
(1980).] This is in contrast to another 
type of allergy "immediate" or "serum- . . 

mediated" hypersensitivity. The ' 

definition of "stmng sensitizer" stated in 
the Federal Hazardous Substances Act 
is bmad enough to. cover bothtypes of 
hypersensitivity. It is also broad enough 
to apply to other current and (probable] 
future theories about the cause of 
sensitization reactions from 
environmental agents. 

A second problem with the 
regulations concerning strong sensitizers 
lies in the definition of "photodynamic 
sensitizer" stated in 16 CFR 1500.3(~)(5), 
which does not conform with current, 
generally accepted concepts. This 
definition states that a "photodynamic 
sensitizer" causes an alteration in the 
akin or mucous membranes so that, on 
subsequenrexpoaure to sunlight (or 
equivalent radiant energy), an 
inflammatory reaction develops. 

However, dermatology, 
dermatotoxicity, allergy, and'contact 
dermatitis textbooks agree that 
"photosensitivity" is a term 
encompassing both allergic 
[photoallergy) and nonallergic 
(phototoxic) light-related skin responses, 
and that photodynamic reactions should 
be considered as a type af phototoxic 
reactions. 
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Pbtodynamic m nsitization is. 
generaily viewed a ; a type of 
phototaxicity in wt. ich oxygen i s  
required for the occurrence of the 
reaction (Harber, L.C, Shalita. A.R.. 
and Armstrong, R.B.. "Immunologically 
medicated contac! photosensitivity in 
guineapigs" in C a p t  28. 
D e r m a ~ c o l a g y ,  @ h d L  EN. and 
Mailbaefa H.L. e&), 2nd. e d  (1983)r and 
Pathsk, A U .  and M A  and Epstein J.H, 
"Normal and abnonnal reactimns by I 

man ta fiiht" Dem~loIl%yh C e n d  
Medicine. Chapt 17 "!hodem due to . 
phyaicd agentsJ' @ti97L).) Phtntmde 
che& aze thaght toart through a 
m e ~ s m  similar tu ieitaticm a d  not , 

tureqairapriarexpomnsThs,ths 
definitb sf 'phobdynamicaensitizef 
in  16 CFRlSO02i(c)(S1 i s  confusiq. if not 
inaccuratk 

A more detailed disalssion of the 
current scientific thesriea concerning 
allergic and phatodytramic sensitization. 
with references to tht! available 
scientific l i t e rme.  is contained in a 
memorandum fmm the Commission's . 
Directorate for Health Sciences dated 
Octobet 19.1983. Sin* copies of this 
m e m o r a n d u m d  other materiais 
concerning this pmposal map be  
obtained from the Commiseion's Olfice 
of the Secretary, 

For the reasons given above, the 
Commission mc ludes  that the 
definition of strong sensitizer given in 18 
CFR 1500.3(~)(5) is no longet 
appropriate. In a d d i t i a  the 
Commission believes that the definition 
of strong sensitizer@-en in theFHSA at 
IS U.S.C. 1261(k) is adequate for any 
future regulatory detelmination that a 
substance is a stmng sensitizer. 
Therefore. the Commission has decided 
to propose to revoke 3 1500.3(~)(5).' 

Environmental Considbarations 

The proposed revocation of the 
supplementary definiti ~n of "strong 
sensitizer" is notainten4ed to affect the 
status of any product containing a 
substance that has been declared 
puzviouely ta be, a baz;udow subskutee 
under the FHSA. Accordingly. no 
prodretwill be directly affected by thir 
propwed acthn; and f brture regulatory 
prclceedings to designate a substance a s  
a strong. sensitizer will utilize the 
statutory definition in '-5 US.C.,lZgYk). 
Therefore, the Qmmisrfion concludes 
that the revocation pro; osed below has 

littleorriq potential for affectin* the 1 
human environment-and that neither -an ! 

environmental asseasmelit nor an 
environmental impact statement is 
required. See 16 CFR Part 1021. 

Rwlatory Flexibility Act Certification 

Since for the reasons explained in the i 
preceding p a r q a p h ,  n o - p r o h  will 
be directly affected by this proposed 
action the Coneniwiam certifies that . 
this revocation, if promdgated; will not 
havea significant economic impact on a 
substantial number of small entities. 

- Since the supplement to the definition . 
af strong seneitizer has the deficiencies 
n ~ t e d  above. and since the statutory 
defhitian is adequate for any W e q  
regulatory proceedings. the Commiss~on 
propoaes to revoke 5 1500.3(~](5) of Title 
16 of Code of Federd Regulationn 

Authodty. Seu. f '10. Pub. L 88-6l3.74 
Stat. SZ378 (15 U.S.C a l .  I=). 

Liat o i  Subjects in 16 CFR Part 1500 

Consumer protection. Hazardous 
Materials Imporrs, Infants and children. 
~abeling. Lan enfarcement; Toys. 

Dated: Decernhex 16.1983. 

' Chainnan Nancy Ffawey Steorte and 
Commissionen Stuart M. Statler. Sam Zagoria. and 
Terrence M. Scanlen voted to propose the 
revocation. Newly ctppointed Commissioner 
Saundra Annrtronf- abrtained 
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: of the manufacturer or private labeler of 
I a consumer product. The rule interprets 

section 6(b] of the Consumer Product 
Safety Act (CPSA). 15 U.S.C. 2055(b); 
The rule appeared at pages 57406-57437 
in the Federal Register of Thursday, 
December 29,1983 (48 FR 5710657437). 
The action is necessary to correct 
typographical errors. 

FOR FURTHER INFORMATION %ONTACT: 
Michael j. Gidding, Attorney. Office of 
the General Counsel, (3011 4924980. 

The following corrections are made in 
the Federal Register issue of December - 
29, 1383: / - 

I. On pages 57407 the 18th line of the 
first full paragraph in column one under 
9 1101.11(a), "aristing" is correctedto 
read "arising." 

2. On pages 57428 in the first column 
at the bottom under Q 1101.45, the lasr 
four lines reading "docket maintained in 
6 [b](l) through (b)[3]. The Commission 
declines therefore to adopt the 
commenter's recommendation" should- 
be corrected to read "docket maintained 
in" and the balance of the lines should 
be eliminated. 

On page 57426 in the second column ' 

"Secbon 1101.45 Adjudicatory 
Proceedi~g Exception" and the two 
paragraphs underit should be , 

eliminated. - - 

On page 57426 in the middle of the 
second column. !he heading "Section 
1101.46 Other Administrative or Judicial 
Exception." the first 12 lines of the first 
paragraph under !hat heading and the 
word "grant" in the beginning of the 13th 
line, should be eliminated. 

On page 57133 near the top of the 
second column "Q li01.3 General 
requirements." Should be corrected to 
read "9 1101.31 General requirements." 

- On page 57435. third column, 
3 1101.45, the third line of paragraph (c] 

CONSUMER PWDUCT SAFETY reading "the adjudication, whether in 
COMMISSION documents" should be corrected to read 

"the adjudication, whether in documents 
16-CFR Part 1101 fiied or": 

Information Disclosure Under Section On Page 57435 third cO1urnn* 
, 6(b) of the Consumer Product Safety P 1101.4% the fourth line in paragraph 

Act; Correction (c] reading "exchanged during discovery 
filed or in" should be corrected to read 

AGENCY: Consumer Product Safety "exchanged during discovery, or in". 
Commission. + + + + .  

ACT1ON: Final Rule: Correction. , Dated: Mdrch 1,1984. 

SUMMARY: This document corrects a . sadye E. Dun- 
final intsrpretive rule containing the ! ConsumerProduclSofety 
Consumer Product Safety Commission's Commjss,on. 
policy and procedure for disclosing to _ 
the public information from which the [FR ms a44077 Filed 3884: 845 am1 

public can. readily ascertain the identity BILUNG CODE - - 
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