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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 Agreemenf: Janex C0rporation, CPSC Docket No. 83-3

The Commission voted unanimously (5-0) to acc§¥t a
consent agreement and to issue a Commission Order #n the
matter of Janex Corporation, CPSC Docket 83-3. '

2. Issuance of Subpoenas: Honeywell, Inc., CPSC bocket 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 Federal Register notice and filed a
‘statement with the Office of the Secretary. Commissioner
Sloan did not vote on this matter.
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b, Appeal of ‘Denial of COnsumer ngplalnt Reports, S 306262

The Comm1881on voted 4-0 to afflrm the dec131on of the
Freedom of 1nformat10n ‘0Officer to withhold spec1f1ed
informatiom. Commissioner Statler has filed a brief statement

. with the Office of the.Secretary. explalnlng his- vote..;
Commlss1oner Sloan did not vote on- thls matter.

5. Proposed Revocatlon of Regulatory Def1n1tlon of Strong
_ Sen81tlzers

'The Commission voted 4-0-1 to approve a proposed .
revocation of 16 CFR Part 1500. 3(c)(5), a regulation that - -
supplements the stautory definition of '"strong sen81tlzer
contained in the Federal Hazardous Substances Act at 15°U.S.C.
Part 1261(£f)(1)(vi). Commissioner Armstrong abstained. :

6. - Privacy Act Notice - Credit Reporting Ageneies

The Commission voted 4-0-1 to approve a Federal Register
notice adding a.disclosure notice to three of the. Commission's
Privacy Act systems of records in accordance with the Debt
Collection Act of 1982. Commissioner Armstrong abstained.

Agenda Matters.

1. Section 6(b), CPSA: Final Rule

‘The Commission considered a draft final interoretive rule .
containing the Commission's policy and procedure under Section 6(b)
of the Consumer Product Safety Act (CPSA) for disclosing to the
public information from which the identity of the manufacturer or
private labeler can be readily ascertained. The rule explains how
the Commission will .carry out its Section 6(b)  responsibilities to
give notice and opportunity for comment to manufacturers and
private labelers of proposed dlsclosures of such product—spec1f1c .
information, and to take reasonable. steps to assure the accuracy .
and fairness of the information to .be disclosed.and that dlsclosure'
is reasonably related to effectuating the purposes of the acts the
Commission admlnlsters .The Commission was brieféd on the draft
final rule at the November 16, 1983, Commission, meetlng., At
today's meeting; the Commission considered a number of suggested
tevisions to the draft. rule made by individual Comm1881oners and

- the Office of the General Counsel :

Follow1ng dlscu831on, the Comm1s51on voted unanlmously (4- 0)
to incorporate -in. the final rule or .in thé preamble to the rule the
clarifying changes suggested by the- Office of the General Counsel,
and clarifications relatlng to the follow1ng specific concerns: '
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(1) on a case by case bas1s, CPSC w111 follow Section 6(b)
procedures, although not legally obligated to do so, in process1ng
information that mlght be in its files perta1n1ng to.a product

: out81de CPSC Jurlsdlctlon, (2) the agency will use and emphasize

the ‘terms .staff-and pre11m1nary on all staff prellmlnary hazard
determination r reports, (3) the Commission and its staff will follow
the prov1s1ons of the 6(b) rule although it is 1nterpret1ve, ‘and
(4) another.agency to which 'CPSC forwards information on matters
not in CPSC jurisdiction, is not requ1red to itself follow Section
6(b) requirements prior to its own' d1sclosure of the information.
On a separate motion, the’ Commission dec1ded by a vote of 3~1, with
Chairman Steorts, Commissioner Statler and Commissioner Zagorla
const1tut1ng the majority and Commlss1oner Scanlon dissenting, that
it was unnecessary to add to the rule a specific provision about .
the. quallflcat1ons of CPSC staff who evaluate information proposed
to be-disclosed or the methods of analy31s used by staff. A motion
to add to staff prellmlnary hazard determlnatlon reports . '

‘explanatory language regarding no formal actlon hav1ng been taken
by the Comm1s31on failed for lack of a second ‘

The Commission: then voted 3- 1, with Chalrman Steorts,.
Commissioner Statler and Commissioner- Zagorla constituting the

'majorlty and Commissioner Scanlon dlssentlng, 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 thls matter and did not part1c1pate in the vote. :

Formaldehyde in-Products

~ The staff briefed the Commlss1on on its. 1nvest1gatlon of
products to determlne which consumer products could be potentlal
major contributors to.consumer formaldehyde exp03ure. The staff
reported its .conclusion that fibrous glass insulation and ceiling
tiles would have little impact on in-home formaldehyde levels, .
while pressed wood products were identified as hav1ng the potential
to contribute s1gn1f1cant amounts of formaldehyde to the indoor
air. Investigation of pressed wood is a cont1nu1ng CPSC’ project 1n
the Household Structures program The staff also noted its
continuing investigation of formaldehyde—res1n treatment of

~textiles, which will be the subject of a separate briefing.

Chronic Hazard Adyisory Panel on:Formaldehyde

The Comm1ss1on'discussed the letter sent tohthe ‘National
Academy of Sciences concerning' the formation of a Chron1c 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
spec1f1c1ty could be incorporated in the- Federal Reglster notlce
1nv1t1ng nomlnatlons for the formaldehyde CHAP.
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‘Chronic'Hazerd Ad#isory.Panel on DEHP

‘Nitrosamines in Pacifiers}._

The. Comm1331on con91dered a draft Federal Register-notice

1nv1ting recommendations for expert sc1entists to serve as members

of a Chronic Hazard Adv1sory Panel (CHAP) on di(2- ethylexyl)

,phthalate (DEHP) .in vatrious children s products. The Commission.

had voted on- September 15, 1983, _to:convene this CHAP on DEHP.

Follow1ng a brief discus31on the Comm1s51on voted’ unanimously
(4-0) to issue the Federal Register notice-as drafted.

;Comm1331oner Armstrong was not present for discu331on of this
'matter and did not part1c1pate in the voteé. :

N

Meeting then in- closed ses31on, the Commission con31dered
a draft Statement of Enforcement. Policy ‘that would advise
manufacturers and 1mporters of rubber ‘pacifiers that ' the Comm1ss1on
may bring individual énforcement actions against pac1f1ers

" containing more than 60 parts per billion of nitrosamines as banned
‘hazardous substances under the Federal Hazardous Substances
Act (FHSA). Publication of a CPSC policy statement, applicable to

pacifiers introduced into interstate commerce-after. December 31,
1983, would be. coordinated with a similar notice by the Food and
Drug Administration' concerning nitrosamines in rubber baby bottle
nipples. The staff had briefed the Commission in a closed session
on November 14, 1983, on this approach for addressing the potential

risk of chronic illness presented by nitrosamines in pacifiers.

Following discussion, the Commission voted 3-1 to approve the
draft Federal-Register notice of enforcément policy with regard to
rubber pacifiers containing nitrosamines with the addition of
language to advise consumers that CPSC is testing pacifiers for-
nitrosamine content and upon completion and evaluation of the
testing will provide guidance to consumers to assist them in
evaluating the.comparative safety of rubber pacifiers. A joint

" statement by Chairman Steorts, Commissioner Statler and
.Commissioner Zagoria on the views of the majority and a stateient

of dissent by Commissioner Scanlon were filed, copies of which are
attached. Commissioner Armstrong was not present. for discussion of
this matter and‘did not participate in the vote. .-

There being no- further bus1ness, Chairman Steorts" adJourned the

meeting.
For the Comm1s31on'
%ﬂ‘yﬁ { F)W
Sadye E. Dunn
Secretary
Attachments
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" UNITED .;TATES :
CONSUMER PRODUCT SAFETY CO\AMISSION
WASHINGTON, D.C. 20207

5 STATEMENT
Nancy Harvey Steorts, Chairman
Consumer Product Safety Commission

Commission Meeting Final Rule on Section 6(b)

. Wednesday, December 14, 1983

In my view, the final draft section 6(b) rule which the Commission
voted on and approved today is well reasoned and balanced. It carries

out both the letter and the spirit of section 6(b).

More importantly, as it now stands, this rule reflects a consensus.
Incorporated into this interpretation are a number of changes based on
comments submitted by members of industry and consumer groups. I believe
these changes have helped to clarify a number of the provisions in the
proposed rule. This is as it should be in the spirit of cooperation.

I believe indeed that enough time has peesed Enough opportunities
have been presented for comment. Enough changes have been made. Quite
simply, enough is enough : '

In my mind the restrictions that 6(b) has placed on this Commission
are far too limiting. Although I respect industry's concerns, I do not
agree with the general opinion that release of information, especially
information that is reasomably accurate,. is unfair.

As was discussed,. I feel that preliminarv hazard determinations
should be reviewed on a case by case basis and should be released under

- appropriate circumstances. However, any documents released must be -

;clearly marked as preliminary staff views.

I am concerned however, about the lack of manufacturers response
to consumer complaints. I hope that in the very near future that all
the complaints sent to them from CPSC will be expeditiously handled and
that the manufacturers will let us know of their actionms. I challenge
the manufacturers to use this mechanism so that we may again form a
partnership that will be meaningful and informative. Complaints
constitute an "early warning signal" that there may be a produet safety

problem and it will be in everyone s interest if these complaints are
addressed immediately.

' The Chairmen



U.S. CONSUMER PRODUCT SAFETY COMMISSION

WASHINGTON, D.C. 20207

: STATEMENT OF _
COMMISSIONER STUART M. STATLER »
CONCERNING COMMISSION APPROVAL OF RULE FOR
DISCLOSURE OF PRCDUCT BAZARDS '

The Cammission today approved an operating rule for disclosing
information to the public under Section 6(b) of the Consumer Product -
Safety Act. Of all federal health and safety agencies, the CPSC is
shackled by an oppressive statute that severely limits what consumers

can be told about spec1f1c brands of products that may cause serious

lnjury or death.

Because of limitations imposed by Congress and the courts, the
Camission must acdhere to a higher degree of caution in releasing

- -hazard information.than prosecutors or police do when they air names:

of persons arrested in criminal investigations. >2roduct names get

greater protection than the law affcrds to private citizens. By

statute, protecting a firm's reputation has been accorded more

protection than preserving human lives.

Teday we made do w1th what little discretion we Have in this
matter. We took steps to ensure that accuracy, and fairness to
manufacturers and retailers, would be the paramcunt considerations
- in any agency disclosure, by permitting hazard informaticn to be
cleared, in advance, by the campanies named. What we didn't do, and
coulén't do was to alter the policy which Congress itself imposed. that:

often gags us, and frustrates our mission to avert human tragecy from
unsafe products

The ball is now back in Congress' court. A better balance must
be struck between the public's rlght to know about product risks as
soon as possible and a campany's legitimate concern about unfair or
misleading publicity. Mistakes can be made. And admittedly, a fimm's
name, product or profits can be affected. The remedy for that is to
stress caution in disclosing information -- not to prevent disclosure --
and to provicde for redress against the government in the event of a
damaging error.

The Camission needs the same degree of discretion for prompt
action to avert injury and death as other health-and-safety agencies
"~ have. Without 1t we are hasaly the watchdog that the public exgects
and is entltled to. :

o~ _ December 14, 1983 T



U.S. CONSUMER PRODUCT SAFETY COMMISSION

WASHINGTON, D.C. 20207

STATEMENT
BY

COMMISSIONER SAM ZAGORIA

In adopting today the interpretivé rules bn Secton 6(b),

the Commission has attempted to carry out its étatutory obligation
.to "collect, investigate, énalyze, and disseminate injury data
and information, relating to the causes and prevenﬁion of death,
injury and illness.associated with consumer products."” |

| While some representatives of industry offered suggestions,
some Qf which were adopted, the:Commission wisely voted down proposals
which wduld have hampered the staff and the Commission frodeoing its
duty. Inforﬁation géthered by competent, trained personnel should |
not be withheld from the public in order to protect individuval firms
whose products @ave been the‘subject of investigation.. Industry 1is
: ehtitléd to consideration--and it has been accorded—fbut so‘afe the
consumers, for they are the innocent victims in the heavy toll of
deaths and injuries associated with.indiyiduals.consumer pfoducts.

December 14, 1983 , : -



J.S. CONSUMEH PRODUCT SAFETY COMMISS)ON
WASHINGTON, DC 20207 .

STATEMENT OF
TERRENCE M..SCANLON; VICE CHAIRMAN
CONSUMER PRODUCT SAFETY COMMISSiON
| ON

PASSAGE OF FINAL 6 (b) RULE UNDER THE
CONSUMLR PRODUCT SAFETY ACT

December 14, 1983

I reluctantly dissented in approving the final rules
implementing the 1981 amendments to Section 6 (b) of the Consumer
Product Safety Act. I did so because the Commission failed to .
address the unfairness raised with regard to disclosure of
Preliminary Hazard Determinations (PHDs). To disclose these
documents without Commission action is unfair to all concernec.

PHDs made by staff are releazsed acccrding to our Office of
the General Counsel following either (1) a determination that
there was no concern with regard to a particular product, or (2)
"that a voluntary corrective action plan with notice to the
consumers has been agreed upcon with the manufacturer. To disclose
PHDs in such instances is fundamentally unfair to the manufacturer
and consumers because the Commission itself has made no final
determination with regard to the consumer product in gquestion.

Also, the failure to address the PHD disclosure guestion is
not in the spirit, I believe, of the 1981 Congressional amendments
to 6(b). ' :

=He=
=He=
3k



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 children 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 National Center for Toxicological Research to identify the specific:
nitrosamines present in rubber pacifiers and to determine the amaunts of
these substances that can be released under simulated conditions-of use.
During this same period the FDA has been investigating these same
questions with regard to rubber baby bottle nipples.

We notified 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
Towest level possible in these products, and have started efforts to
achieve these reductions through cooperative efforts that may lead to a
voluntary standard.

Most rubber pacifiers sold in this country are imported, coming
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 nitrosamine 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 recommended enforcement policy. This policy states
that the Consumer Product Safety Commission will 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 policy
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 commerce. It is our belief that
this combination of efforts will provide the greatest benefit to the “
consumer, po



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 23, 1984

I declined to support an enforcement policy toward children's

rubber pacifiers containing nitrosamines voted by the Commission.
Rather, I would cast my vote for public disclosure of available

information on nitrosamine levels found in pacifiers. Such a

statement could list known standards on nitrosamines in children's
products and the levels that would be allowed in the voluntary

standard proposed by industry before this policy was imposed.
voluntary standard paralleled the German Standard and had been
accepted by all members of the Toy Manufacturers of America.

T

If

he

possible, and in accordance with the fairness procedures outlined
in our statute, we could list manufacturers who will comply with

these standards. This approach is fair to consumers because
during the pendency of the requlatory proceeding they will be

given accurate and precise information that would otherwise not

be available. It is, at the same time, fair to manufacturers

because it assures that any mandatory action will be in accordance
with appropriate rulemaking procedures established by the 1981

amendments.

Cbngress clearly intended that carcinogens be addressed by a
Chronic Hazard Advisory Panel (CHAP). Bypassing that directive

now may prove a net detriment to consumers in the long-run.
' cannot support such a policy.

I
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| CONSUMER PRODUCT SAFETY

" Standard for ﬂammabmty afCIothmg
extlles. Heopenlng of COmment

of written comments on proposed:
amendmentstoregulations:which: = 7" :
prescribe réquirements for-testing and
-recordkeeping to 'support guaranties of _
products, fabrics; and related materials -
subject’to the Standard for the -
Flammability of Clothing Textiles. The
Commission proposed the amendments.
because it believed that the
requirements for testing and
recordkeeping to support guaranties of
items subject to the standard could be
| made less burdensome to the regulated
|
t

industry without diminishing the level of

safety affordedto the public. The .

Commission is recpening the period for

receipt of writter comments.on the -

proposalin order to ensure thatall

i interested parties, including consumers.'

consumer groups, small businesses, and

organizations representing small

businesses, have opportunity to

comment on the proposal. The

! Commission staff will meet with any

¢ parties who desire an explanation of the

purpose and provisions of the proposed

. amendments. :
“DATES: Interested parties are invited to

submit wntten comments on the

hi aih
Amendments of Regulatlons Prescnbmg
Requirements for.Testing and = :
"'Recordkeeping to Support Guaranhes ‘
‘FOR FURTHER: INFORMATION CONTACT:
L. James Sharman. Office of Program -
‘Management, ‘Consumer Product-Safety:
Commission, Washington, D.C. 20207;
telephone (301) 2926554, F
SUPPLEMENTARY INFORIMATION: In the
| Federal Register cf August 12,1982 {47
¥R 35006), the Commission proposed
amendment of certain administrative

Standard for the Flammability of -

i and enforcement rules implementing the
i

" . require-that articles of wearing apparel - -

" - and fabrics used or intended for use-as

: clothlng textlles ‘must not exhibit “rapid
s d |

- “that itis:reopening the period for receipt.
",- violation of the:FFA if that persoii 5

Clothing Textiles {16'CFR Part 1610). -

. Thatstandard and the Flammabhle . -

Fabrics Act (FFA, 15 US.C. 1191.et seq.) -

.S
1197(a)) provides't that no; petson shali be
subject to criminal prosecution for a

-establishes a guaranty received in good'u
faith which meets all requirements of -

‘ section 8 of the FFA.'(A guaranty does -

_not provide a defense{o any .- “
administrative action or to an_v c1v11
litigation initiated under the FFA.)

Requirements for Guaranties

Section 8 of the FFA provides for two
types of guaranties. The first is an initial
guaranty which must be based on
“reasonable and representative-tests”
made in accordance with an applicable
standard issued under.the FFA: The
.second is a guaranty. basedona. .

.. guaranty,-received in good faith, to the
--.effect that reasonable.snd - -
__zepresentative tests:made'in accordance .
with an applicable flammability .
.standard demonstrate. conformance with
that standard.

Neither the FFA nor the clothing
textiles standard require any person or
firm to issue guaranties of items subject
to that standard. However, the
‘Commission has information tc the
effect that approxxmatelv 1,000 firms

cloﬂnn,g textiles stanﬂmﬁ. “That ’_-&
mformatmn also indigates-that,
firms

q for the ty;ies
. amounts of testing deemed to be :-
-“reasonable and representative” for e
purposes of supporting initial guaranties
.- of items subjecto theclothing textiles -

~.standard. Recordkeeping requirements -

. for persons and firms ssuing guaranties |
- are set forth at 16 CFR 1610 38, : i

Rewew of Standard

. In 1982, the Commission reviewed the
ciothing textiies standard and
implementing rules to determine if any
burden which they may impose en the,
textiles industry could be eliminated or

) ° , '>
A
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reduced without decreasing the level of
safety available to consumers. In this
review, the Commission considered the
requirements of the standard and_ -.....
implementing rules; a memorandum - .

from the Commission staff - with-attached -

background documents; and an;

informational. bneﬁng TheCo‘m:msﬁoni‘ g

decided that revision of the.

requirements for the frequency of; testing -

* to-support guaranties-set forth in
§ 1610.37. may, be possible to.eliminate -
any unnecessary burden: which may be
1mposed on:the regulated industry .

" withont dmezshmg the level of safety -

currently ‘afforded to the public by the -’

" standard. The Commission also decided
to propose reduction of the period, |
r‘equu‘ed by § 1610.38 for maintenance of

ecords of testing to support guarantles

from three years to one year.! .

The proposal for amendment of the
guaranty testing rules was published in
the Federal Register of August 12, 1983
(47 FR 35006). That notice proposed
revision of existing § 1610.37, which now
prescribes the kinds and frequency of
tests to support initial guaranties, with a
requirement that each person or firm
issuing an initial guaranty of a product,
fabric, or related material which is
subject to the standard shall support
that guaranty with a “program of

_. reasonable and representative tests.”

The proposed amendment would
leave the number and frequency of tests.
to the discretion of the person or firm
issuing the initial guaranty.

The p"oposed amendments also
contained provisions to exempt certain

1vnes of fabric from any requirement for -

furthertesting to support grauanties,
hecause experience gained by the
industry and the Comunission in testing
under the standard indicates that these
fabrics will always pass the test in the
standard. The fabrics which were
proposed for exemption from -
requirements for further testmg to-
support guaranties are: : L
(1) All-plain surface fabncs weig
2.6 ounces -or more per square yard,;
without'regard to fiber content; and*
{2) All fabrics made entirely from™
acrylic, modacrylic, nylon, olefin, or
polyester fibers, or entirely from
combinations of those fibers, both plmn
surface and rdised-fiber gurface, -
regardless of weight. The proposal also °
solicited commentsabout any other =~ -
types-of fabrics which-consistently yield
acceptable results when tested under . .
the standard. and which should be
-added to the list of fabrics exemped

! Commissioner Edith Barksdale Sioan voted
against proposing to reduce the periad required for
teniention of test records.

. amendments, ‘the Commission: recei

-businesses to_ensure. thatthey are
. aware of . theproceedmgandbavean

from requu'ements for further test ung to
support guaranties. :

The Commission also proposed - -
amendment.of § 1610.38 to reduce the .. -
period required for retention of records -
-of testing to support guaranties from :-.
three years {0 one.yeariys
‘A'more. detaﬂed descnpu

Comments on Proposa!
""In response fo the proposed -

written comments from’three =~
manufacturers, seven trade assomatlons,
-and ane consumer group, Those -
comments, a staff briefing package
discussing the comments,and all -

* . documents cited in the nofice of ~ = *

proposal are available for inspection in
the Commission’s public reading room,
8th floor, 1111 18the Street, NW .,
Washington, D.C., or from the Office of
the Secretary, Consumer Product Safety
Commission, Washington, D.C. 20207
telephone: (301) 492-6800.

At a meeting of September 22, 1983, to
consider issuance of final amendments
based on the proposal, the. Commission
expressed concern that consumer groups
may not have been aware of or fully: .
understood the proposal for amendment
of the guaranty testing rules. Although
the notice of proposal contained a ..
certification that the proposed :
amendments, if issued on a final basis,

- would not have a significant economic

impact on a substantial pumber of small

‘businesses, the Commission also

expressed concern at that meeting that
many small businesses and associations
representing such firms may kave been
unaware of the proceeding for
amendment of the guaranty testing rules.
The Commssmn directed the: staﬁ 0 :

representing consumers -and small

pportunity to commention Ihe propo :

The Commission staffiis in the process

+ of calling individuals and groups
‘epresenting the:interests of consumers
- and small businesses to carry out the .

direction of the Commissian. 1f -- S

requested, the staff may conduct oneor

more public meetings with-such - -
individuals or groups to explain the

purpose and provisions of the proposal

of August 12, 1982. The time, date, and
place of any such meeting will be

anncunced in the Commission’s public
calendar. Any person or group desiring
farther information about the proposed

améndments shiould call L. James

Sharman, Office of Program
Management at (301) 492-8554.

" The Commission will consider all -

-comments received through February 13,

1983, in response to this notice,.as well
as all comments previously submitted in

this proceedmg

. Dated: December7 1883,
Sadye E. Dunn, °

- {FR Doc. 83-33294 Filed 12-13-83: §:45 am)
- . BILLING CODE 8355-01-W ’

. respanse-to.the notice'of Augiist 12,72
1982, before takmg any fina actx nin

<

#
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CONSUMER PRODUCT SAFETY
COMMISSION

16 CFR Part 1500

Strong Sensitizers

"AGENCY: Consumer Product Safety

Commission.
ACTION: Proposed revocation.

.SUMMARY: The Consumer Product Safety

Commission proposes to revoke the
definition of “strong sensitizer” given in
16 CFR 1500.3(c)(5). The definition
stated in this regulation is narrower
than the definition given in the Federal
Hazardous Substances Act-and does not
account for certain current scientific
theories about the ways some
individuals ¢an become sensitized to
certain substances. The supplementary
definition in the regulations is being
revoked because the statutory definition
should be adequate for use in any fuiure
regulatory proceeding.

OATES: The proposed.effective date is 30
days after the publication of the fina}:
notice of revocation in the Federal
Register.

Comments must be submitted on ar
before February 21, 1984.

ADORESSES: Comments may be maxled
to: The Office of the Secretary.
Consumer Product Safety Commissio:, .
Washington, D.C. 20207, or hand
delivered to the Office of the Secretary,
Room 332, 5401 Westbard Averue,
Bethesda, Md.

FOR FURTHER INFORMATION CONTACT:

Susan E. Feinman, Ph.D., Diructorate for .

Health Sciences, Consumer Froduct

Safety Commission, Washington, D.C.
20207, (301) 492-6477. _

Harleigh Ewell (Office of the General
Counsel), Consumer Product Safety
Commission.,. Washmgton. D.C. 20207,
(301) 492-6980. ‘

SUPPLEMENTARY INFORMATION: The
Federal Hazardous Substances Act
(FHSA or "the Act™}, 15 U.S.C. 1261-
1275, was enacted on July 12, 1860.
Included-within the Act's definition of
“hazardeus substance” is “a strong
sensitizer.” 15 U.S.C. lzm[ﬂ(ll(iv] The"
FHSA defines “strong sensitizer" as

a substance which will cause on normal
living tissue through an ailergic or
photodynamic process a hypersensitivity
which becomes evident on reapplication of
the 3ame substance and which is designated
as such by the [Consumer Product Safety
Commission|. Before designating any
substance as a strong sensitizer, the
[Commission}, upon consideration of the
frequency of occurrence and severity of the
reaction, shall- find that the substance has a
significant potential for causing
hypersensitivity. 15 U.S.C. 1261(k).

This definition is restated in the
regulations under the FHSA published at
18 CFR 1500.3(b})(9). -

On August 12, 1961, the Food and
Drug Administration (which at that time
administered the FHSA) issued
regulations under the FHSA which

supplemented the statutory definition of

strong sensitizer. 26 FR 7334 (§ 191.10(i)).
In 1973, the responsibility for the
administration of the FHSA was
transferred to the Consumer Product
Safety Commission, and the
supplementary definition of strong
sensitizer referred to above is currently
published at 16 CFR 1500.3(c)(5). That

paragraph states:

(5] The definition of “strong sensitizer" in
section 2(i) of the Act {restated in paragraph
{b}(9) of this section) is supplemenied by the
following: A “strong a/lergic sensitizer is a
substance that produces an allergenic
sensitization in a substantial number of
persons who come in contact with it. An
allergic sensitization develops by means of
an "antibody mechanism” in
contradistinction to a primary irritant
reaction which does not arise because of the
participation of an “antibody mechanism.”
An allergic reaction ordinarily does not
develop on first contact because of necessity
of prior exposure to the substance in
question. The sensitized tissue exhibits a -
greatly increased capacity to react to
subseguent 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

so that when these areas are subsequently
exposed to ordinary sunlight (or equivalent -
radiant energy) an inflammatory reaction will
develop. (Emphasis added.)

Since this definition was issued in
1961, there have been many advances in °
understanding the basic principles
involved in allergic hypersensitivity
mechanisms. Based on modern concepts
of immunology, the definition of “strong
sengitizer” in 16 CFR 1500.3(c}(5) is
incorrect with regard to the statement
that “an allergic sensitization develops
by means of an "antibody mechanism”
in contrast to a primary irritant
reaction.” '

While certain allergic reactions
involve production of antibodies, others,
such as allérgic 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
Patterson, R., A/lergic Diseases:
Diagnosis and Management, 2nd ed.

.(1980).) This is in contrast to another

type of allergy “immediate” or "“serum-
mediated” hypersensitivity. The -
definition of “strong sensitizer” stated in
the Federal Hazardous Substances Act
is broad enough to cover both types 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(c}(5),
which does not conform with current,
generally accepted concepts. This

. definition states that a “photodynamic -

sensitizer” causes an alteration im the
skin or mucous membranes so that, on
subsequent exposure 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 phaotodynamic reactions should
be considered as a type of phototoxic R
reactions.

o f
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Phetodynamie stnsitization-is. -

- generally viewed a3 a type of
phototoxicity in wkich exygen is
required for the occurrence of the
reaction. (Harber, L.C., Shalita, A.R...
and Armstrong, R.B., “lmmunologlcally
medicated contact photasensitivity in

" guinea pigs,” in Ciapt. 16;

Dermatotaxicology, (Marzulli. F.N. and

Mailbacin HLL, eds), 2nd ed. (1983}; and

Pathrak, M.A. and MA. and Epstein, J:H..

“Normal and abnormat reactions. by .

man te fight," Derratology i General .

Medicine, Chapt. 17 “Disorders due:to .
physical agents” {1971).} Phatotoxic
chemiealy are thought to act through a-
mechaniam similar tg imftation and not
v require prior exposure. Thus; the -
definition.af ‘phnmd'ynamcaensm:er"
in 16 CFR 1500.3(c)(5; is c(mfunmc if not
inaccurati. ’

A more detailed discussion of the
current scientific thearies concerning
allergic and photodynamic sensitization,
with references to the available
scientific literature, is contained in a2
memorandum from the Commission’s -
Directorate for Health Sciences dated -
October 19, 1983. Single copies of this
memorandumr and other materials-
coneerning this proposal may he
obtained from the Commission's Off‘ ice
of the Secretary. -

For the reasons given above, the
Commission concludes that the
definition of strong sensitizer giverr in 18
CFR 1500.3(c)(5) is no longer
appropdiate. In addition, the .
Commission believes that the definition

of strong sensitizer givven in the FHSA at’

15 U.S.C. 1261(k) is adequate for any
future regulatory deteimination that a
substance ig a strong sensitizer.
Therefore, the Commission has decided
to propose to revoke § 1500.3{(c)(5).!

Environmeatal Considzrations

The proposed revoci:tion of the
supplementary definiti>n of “strong
sensitizer” is not-intenied to affect the
status of any product contammg a
substance that has been daclared
* previcusly ta be a hazirdous substance
under the FHSA. Accerdingly, no
product will be directly atfected by this
propesed action; and fature regulatory
proceedings to designate a substance as
a strong sensitizer will utilize the
statutory definition in 35 U.S.€..1261({k).
Therefore, the Commis:ion concludes
that the revecation proyosed below has

' Chairman Nancy Farvey Steorts and
Commissioners Stuart M. Statler. Sam Zagaria. and
Terrence M. Scanilen voted to propose the
revocation. Newly appointed Commissioner
Saundra Armstrong: abstained.

little or na potential for affecting the
human environment and that neither an
environmental agsessmerit nor an
environmental impact statement is
required. See 16 CFR Part 1021.

Regulatory Flexibility Act Certification

Since for the reasons explalned in the
preceding paragraph. no-prodacts will
be directly affected by this proposed.
action, the Cornmissiom certifies that
this revocation, if promulgated, will not

_have a significant economic impact on a

substantial number of small entities.
Conclusion

- Since the supplement to the definition .

of strong sensitizer has the deficiencies
nated abave, and since the statutory
definition is adequate for.any future
regulatory proceedings. the Commission
proposes. to revoke § 1500.3(c)(5) of Title
16 of Code of Federal Regulations.

Authority. Secs. 2.'10. Pub. L. 88-613, 73
Stae. 372,378 (15 U.S.C. 2061, 1269).

List of Subjects in 16 CFR Part 1500

Consumer protection, Hazardous
Materials. Imports. Infants and children.
Labeling, Law enfercement. Toys.

Dated: December 16, 1983.
Sedye E. Duan, ’

’ Secretary. Consumer Product Safety

Commission.
|FR-Doc. 8333558 Plnd 12-21-4Y; 8:45 am[
SILLING COOE $308-01-48 /
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, of the manufacturer or privyate labeler of |

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 57406-57437).
The action'is nécessary to correct -
» tvpographlcal errors.

. FOR FURTHER" INFORMA"’ION ‘CONTACT:- .
~ Michael . Gidding, Attorney, Office of: - -

‘the General Counsel, (301) 482-6980. _

The following corrections-are made in

. the Federal Reg:sterlssue -of December

29, 1983:.
1. On pages 57407 the 16th hne of the -

~first full: -paragraph in. column one under

§ 1101:11(a), “anstmg" is corrected to
read “arising.’ :
2. On pages 57426'in the first column-.
at the bottom under § 110145, the last

- four lines reading “docket maintained.in. .
.6 [b){1) through (b)(3). The _Commission: '
" declines thereforeto-adopt the ™

~ commenter’s recommendation” ‘should’ "
be corrected to read *docket maintained
in" and the balance of the linés should: -

_ be eliminated:. o

" On:page 57426 in the second column

" “Section 1101:45 Adjudicatory -
Proceeding Exception” and the two:. - - -

- paragraphs-underit should be -

eliminated.

‘Orni page. 57426 in- the mlddle of the
- second column, the heading “Section: ‘

1101.46 Other Administrative or Judicial - -

Exception,' the fifst'12:lines of the first

T paragraph-under that heading and the

© - CONSUMER PRODUCT SAFETY
- COMMISSION

‘16 CFH‘Pad1101

' Information Disclosure Under Section®

" 6(b) of the Consumer Product Safety
Act; Correction

 AGENCY: Consumer Product Safety
"~ Commission. i

* ACTION: Final Rule: Correct_ron.

... SUMMARY: This document cofrects a Co
.. -final interpretive rule.containing the:
- Consumer Product Safety Commission’s- -

" policy and procedure for disclosing to
the public information from which the-

‘:i- ~'public can readily ascertain the identity -

- word “grant” in the beginning of the 131h

line, should be eliminated...

On page 57433 near the top of the
second column “§ 1101.3 General

- requirements.” Should be corrected to

. read "§ 1101.3T General: reqmrements

. On page 57435, thrrd column;
§:1101.45, the third line of paragraph [c]

. reading “the adjudication, whether in’

-documents! should be corrected to-read
“the ad]udlcatlon. whether in documents
filed or. ' ' .

“On page 57435fthird 'column.

B 1101.45, the fourth line in paragraph
" (c) readmg ‘exchanged during discovery

filed or in” should be. ‘corrected to readr
‘ exchanged during drscovery. orin’

Dated March‘l . 1984.

Sadye E. Dunn,
. Secretary, ConsumerProduct Safely
Commrssmn ) ’
- [FR Doc. 84-8077 Filed 3—6—84: g4Sam|. - o
BILLING. CODE 6355-01-M.




