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CONSUMER PRODUCT SARTY 
COMMISSION 

16 CFR parts 1500 and 1501 

Method for Identltylng Toys and Other 
Artlcles Intended for Use by Chlldren 
Under 3 Years of Age Whlch Present 
Choklng, Asplratlon, or lngestlon 
Herards Because of Small Parts 

~ommiseidn believes that the~e;~ery, :-5,:r-? :eipiratioh; ingestion, and choking 
young children are particularly 1: ; .,- -.; <.: ,'.:hazards presented by particular small 
susceptible to small parts-related. ,.,:, ,.: ,.-,,:parts in.toys, such as noisemaking 
injuries because. they are relatively . .  ..: ;:.components in rattles (these regulations 
unaware of risks and because they tend ere now codified with the Commission's 
to place objects indiscriminately in theu regulations at 16 CFR 1500.18(a)(l) and 
mouths. Frequently, too, adults believe -.--:'(2)).'Under the authority of these - . 
that items intended for use by .this age . ', .regulations, the FDA arid later the 
group are designed for unsupe@sed ,' .:;<,.Commission took many actions against 

. . L.. :_ 
. .- 

~ l a ~ .  -- . . ' .. , . .:marticular tovs which contained loose, . . . . . . . . .  C - - . l ~  .I_. 

consumer hhct Safety . . - , 
. The  ~o&ii.sion is taking this.?ction :;,mall object; (hat could injure children. 

. Commission. under its Federal Hazardous Substances :.,:::.4n janua~y.1873 the FDA proposed for 
., . Act  authority to banchildren's p.roduc@ ; public comment a comprehensive 

a ACTIOM Final regulation. which present an unreasonable risk of -.;Ti: <;p@lation designed to (1) identify toys 
=he commission is issuing a .  injury. The Commission's be1ief;that +:/,::.and other articles intended for use by 

regulation that c~a8sifie8 as banned . unreasonable risk of injury exists is :"i..;children under 3 years of age which 
hazardous substances certain toye and - supported by injury information .which": : \,:.ip~sent.a mechanical hazard from small 
other articles intended for use by . . indicates that a substaxitial number of il::.;:parts;[2) identify mouth-actuated toys 

. children under of age, ~t covers injuries related to small parts inv~lvee;:~.~~; .@tended for we  by children under 8 
product8 that the Commis8ion believes . - .children in this age group e d  items $ 53-:<:;yeare of age which-present a mechanical 
present a choking, aspiration or . . , :intended for their use. The:Commiseion - hazard from small parts, and (3) classify 
westion hazard, baeed.on their failure. recognizes that .by limitingthe @pe of .:c..ell such products as "banned hazardous 

' to comply with specified sizg q e f i a .  BY, the regulation to only thoee:itema a:. . --;;- ;!~eubstances" under the FHSA (38 FR . -  
. . 

. . . . . . .  . . . .  banning these the regulation is intended for very young children, .itwill. :.42179-80, Jan. 22,1Q73) 
expected to reduce the risk8 to children. not eliminate all Sma&partS incidents. ?::-!:,':The January 1973 proposed regulation i .  

. ' dde r  3 from ,.hoking, or ' -. However, the regdation d l  eliminate :.,I used a truncated, hollow cylinder of 
. . . . .  ingesting small parts. . .  -. some of these frequently unanticipeted I . +ecified dimensions to determine . : ....  

: ~ATES: h d u q t s  introduced int6 ' '- ', ' . and potentially life-threatening @juries;' ',which products were too small (or had .. 
.Certain items have been-exempted .=: '$components that were too small].'In interstate mrpeme  after JinuaNl. :: - . -.hm regulation. These include ...... 1880 are subject to the regulation. *L- addition, the-proposal referenced !'use 

articles.which have functional, :;i.2;~$~:u:;~.~&hd abuseW.kst procedures to simulate.' 
.FOR wRfWe lnFORMAnoN -ACT. ' 

. educationil, or other value which.. :..:.~::...:&~e. "normal use" and "reasonably 
:IZJaine Beeson, Office outweighs therisk they present.8nd . , foieicieable damage or abuse" which are 
Managenient* Safety ' .  ' articles already covered under other . . .  . part of the,statutory definition of a . . Washingt0ris D.C. m2071 Commission regulations. In.addition to. - .  mkchanjcal hazard (section 2(s) of . . 

301749-53. . .  cL' - '. , ;+ ,-:, .,..-.:.:th ese epecifjc.exemptions,.the EL, -. -.:-:. r!.;mS& 15 U.S.C. 1261(sJ). 
SUPPLEMEP~ARX I ~ F W A ~ K  .' . ': ?' j. .:..Zondssion notes that articles'@tended: . Somegroducts which are normally . 

I. ~ ~ u ~ o n  ;. *, < ;:, .. ..-,.: / .- . .;.. ?;>? ;?::*% 
only for use by plder children ar4 not intended by the manufacturer for 

' ' 

-. . . . .  . . . -. . - ... P @thin the scope ofthe regulation; '..::..-'.-. :r chil+en over 3 years of age may not be - .  
.... The ~orieuiner proadit safety " ::.: ,*...-* exiimples of such products are discumed , ;readily recognized by the purchaser as 
Commission believes that toys and other below. .; .. . . .  , ?. ' potentially unsuitable for younger 
artidcibtended for we  by children !.,: ;>? ne regda&"'&Jude~ a list g'. : ::+; .,children due to the presence of 
under contain P ~ S  8ma11@oWb ., :..artides which the Commissioq believes.: $arts. The FDA proposal therefore . . , 

to-be aspirated or ingested ~reseiit, an . - .. afe'intended for children under 3 and . .$provided an exemption for those ' - 
-unreasonable risk of kjVY- The - 

Y:.: %':&i, within fie scope of the regulation. '+&ducb only if they had the "negative" ' 
I ,.Commission.is issuing a regulatio_n..tqat :;:.;-~n-~dditio& the.&Sulation contain8 a b i  :cfiiabel "Caution: Not Recommended for 

. . would classify such articles a s - b ~ d d  :.i%f facto& which the staffwfll co&dar :2?i!Chil&en-~ndt.; 3 Yeam Old." A similar 
. . . . . .  hazardous substances. : . .  

.' "before determining whether products :;;:..;.exemption based on cautionary negative 
The regulation requires that and .not specifically listedare covere&.The %'$;labeling was Oroposed for mouth- 

other articles intmded for very YoW :. . Commission recognizes, however,-that. 9 .  actuated toys "not generally becognized 
children be tested in a' specially . . . . .  in some cases questions may arise. .. ,,,Gi.,.cas beingsuitable for uie only by 

: designed device. The design this . .  ,Therefore, the *lation referehe& a:;::;'f:?ehildren 8 years of age or older." The - 
. . . .-device is. both on anthrop0metr;ic' -. procedure which firms may i se  to'.., .-;:, ~ ~ p r o p o s t ~ l  contained additional .- . ' 

-measurements and on actual injurydata. " provide information on the intended Ge. ;+exemptions for chalk, crayons, and,  . :: 
The device is intended to screen out :of the product before the Commis:~ion-':?-'books made entirely from paper because 
items which are small enough to be staff takes enforcement action. 9. 

~ 2 s ~ .  theFDA believed the developmental ingested or aspirated by very y o w  . ' ' . . . , . :swAa--.t-- 

..... :dildren. The test method in the 11..~ackbhnd . . . . . . .  . . . . . . . . . .  
. ,.(, ~-,-.,.,,.L&~G?fits that children de'iive from the 

. . 
.'>:T-:'7n-.C. . .... . . . . . .  *-., ,--.m-:, 

ca,x:---. - A s .  . -.-,... 2uee of these products outweigh the 
regulation hcorporates the , . -  . The Commission regulates the safety :$Epotentialdanger of their beiw aspirated 
 omm mission's "use and abuse',' test . - . ( _ '  of toye and o&etchildren'8 artic]ei7:'i: e;iar iwsted. . , -. , . . 

+.. .*,* ,u.-- ... methods; use and abuse testing will ' ' viler  the Federal Hazardous hazard d response to ' i t~ '~ro~osa1 ,  the FDA , 
Pefinit identifiation of Small Parts that -5ubetances Act (FHSA,45 U.S.C&~~ et'::. over comments from - . ,.. . . may M w a t e  from a covered product 

. . .  .: . 8eg.). Before the Commission beg& ~~~~~~$b?-'ufac~m, dietribut&, trade - ' 

. during16 lifetime. operating in May 1973, the Food arid.::~~~~~a&,ociatioqs, the Ameficaq Academy of 
fbe  scope of the  lat ti on ia limited Administration (FDA) r&a~~d,,+,pe&~cs,~&nd individual consumen. . 

to toys and other articles intended for 
, ' toy safety under FHSA authority.:$=.; ./.?:?*Many 6fthese comments were extensive 

y e  by children under 3. The . , . .  

. . . .  : . . .  In 1870 the FDA issued two toy @jety -'-i -and extremely critical.. They addreseed: : . . . . .  . . . .  " .  ... . . .  . .  ... . - .  .,< ., . . . . . . . .  . . . . .  - : -F .  . .  . . . . . . .  .. -* :. ..., -'--'i~.&.dations ',' . 
. which . .qddresaed . . . , -  I_ the 

. 
. ; : .the yev h a d  and undefmed scope:of 

. . ;. . 
I . . .  .< ..: ;. . . -. . - . .,,.. . - . . i ~ 
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the regulation;'the lack of ' . ' . injuries and f o ~ d  153. representing an and nose i-ents. The throat 
documentation for the size estimated 3,800 nationwide injuries for . lodgments cut off the breathing of many 
and cdnfiguration of the test device; the . that period. These were verified to be ' of the victims, and some children ,, 
vagueness of thelabelins provisions and ,.ingestions, throat lodgments, or foreign , .eliri;ived only because-an adult was 
the exaggerated size-requirements of body lodgments in ears or noses. Forty- present toremove the object. Other 
lettering; the adverse effect of negative . six percent of these injuriee were to .. victims died of suffocation. All of the 
labeling; and the adequacy of lead time children under 3 years of age, and 79 ~ c t i m s  who aspirated objects required 

.- for compliance. In addition, the percent of all choking incidents were to hospital impatient treatment. 
. . . .  . . coinments included requests.for 20 tihildren under three. m e  complete. : iitat;t& . . 

different product class.exemptions. . study, "Injuries Associated with Small 
'. . On October 16, 1978 the Commission Objects." ie available from the Office of Under section 2(f)(l)(D) of the FHSA. 

proposed for public comment a revised - the Secretary.) the defjnition of "hazardous substance" 
small parts banning regulation (43 fR (2) Bkndix study.ln 1816 the .. , ' includes."[a]ny toy or other article , 

4 7 m ) : h  thisrevised proposal, the. Commission contracted with the Bendix .,intended for use by children which' the . . 

Commission took into account the, - Company'to conduct an investigation . [Commission] by regulationdetermines 
comments received in response to,the . into the size of toys/small parts which - ' ' ' t  presents an electrical, mechanical, 
FDA's January 1973 proposal. have caused choking deaths or incidents 'or thermal hazard." Under section 2(s] 

in children under the age of 6 years. of the FHSA, "[aln article may be . . m. h p o d  Regulation . ' - Bendix eolicited information from $e - determined to present a mechanical - 

The Pctober 1978 revised proposed .membership of the National Association . ,hazard if, in normal use o r  when 
small parts regulation was based on of Medical Examhers. '- ' ' 

I _ . i  subjected to reasonably .foreseeable 
.current injury data. It used €he same Deathcertificates and injury .damage or abuse, 'its design or . , 

cylindrical test device that the January . obtained by Bendix indicated that toy?, manufacture presents an unreasonable 
i973 proposal used, but it defined the, 

' 

toy parts, and other objects ranging in .: risk of personal injlj. or illness4 ' ' 
scope of the regulation more clearly. The size' from#s inch to 1% inches in because the article (or any part or 

' ' 

following is a discuss,ion of the October greatest diameter can produce fatal accessory thereof) may be aspirated or 
1978 proposal:... . . . . . . . obstruction of the air passage. (Copies -- ingested ' ' ' or ' ' because of any ' 
Ai'Injury Data . -  . 

of this Bendix report are available from other aspect of the article's design.or 
. . .  . . - manufacture." , - .  . - ,.the Office of the.Secretary.) . ' - 

'.The government and industry toy (3) Dot4 on ddths  ossociatad with The Commission proposed to define 
k f e t ~  efforts directed at  emall Parts . small par&. The staff has compiled.data, - as hazardous substances certain toys 
have been effective in reducing the risk . . from itsown files and from those of the and other articles intended for use by - 
of injury presented by amau pafie on Bendix Company. on deaths associated children wider 3 yea- of age, based oh 
toye and articles intended for use 

. e i th  small parts. Between March 1973 the small parts hazard they present. 
by children under 3 yearn of age.' end March 1977 the Commission - - Following issuance of a final regulation 
NeverthelesS*'the Commission published received 113 death certificates in-which . defining them as "hazardous 

. 
the October 19'8 proposal because the cause of death was,felated to emall .. substances," toys that contain small 
preliminary fin- .that an .. - .parts. Forty-five d e a t h  were associated parts, as defined in the regulation are 
unreasonable Mk which with14 different types of children'stoys - iufo~at ica l ly  :.bsnned hazardous ' 

should be addreseed by a mandatory , and nmew products. . . substances" under section 2(q)(l)(A) of 
.and comprehensive regulation. In . - ' The following,cauaes of  death were . the FHSA, because they would be . . 
-particular;the fect that many of the those revealed by the 'ttoyls] or other article[s] iiitended for 
Mjuries'are &pported .certificates: (I) lodgment of an object in' use.by children which [are] hazardous. 

- - - the Commission's belief about the the pharynx or larynx area of the throat . substance[sJ." . . 

unreasonableniss of the risk from emall ' 

blocked the .air passage and . . 
. .  . Under section 3(e) af the FHSA;the' : . . _ patis. resulted in suffocation; (2) asphyxfatioii ' Commission must follow the informal - 

D- year 1w61 m~ than due to partial o i  totalblockage of air to ; notice and comment rul&making 
' 

under lo yea* of age 
' -the lungs, resulting from either direct ; procedures of 5 U.S.C. 553 to determine 'were treated in emeaenC3' obstruction of the-trachea (windpipe;) by that a toy presents a mechanical hazard. moms to parts 

' a foreign object or indirect obstruction . unless ir elects alternative procedures. in toys. This is a estimate . by vomitus; (3) swallowed sharp or - , .  '- Ln this m a l l  parts proceeding the which ia based On data from a 'pointed objects which cut or pierced. . - Commission has followed the 5 U.S.C. - sample of 119 hospitals comprising the ' - internal organs; (4) aepkati& of an .; 553 . , . . . . .  . , , .  . . . .  
. . <  .: l n j ~  Swed*ce object into a bronchus or lung. . .  .&ope 

. . .  System [NEISS). A number o f .  .-: 
: : . . ? .<  . . *ppmximetely half of the victims in - . . - commission efforts have led to . .. :. . . . .  the Commission's death certificate file. ,- . As pmpoaed, the fieliparts '. :. .. : . .  

. additional injury information that . ., on small parts were under 3 years o f .  -regulation applied to nearly all toys and . .:, 
focuses on the hazard which Pam,, &e. In the e n d i x  Company data op ...... other articles intdnded for ch-ildren . . . . . .  

- present to under 3: . - - . deatbeaesociated with choking,more . :under 3 years of age.. AU children and Specialstudy. Between December . than two-thirdtof those who,died.wge adults are potepti.1victims bf the . . . . .  and Ign the children under 3,years.of age. : .hazard pre8ented:by tunall parts, but : _. 
. . <  . . . . . . .  . . . .  . 

- Ccmmission's e~idermO1o@cal staff (4 )  Other datbxbaseS. The ~ ~ . & j ~ ~ i ~ ; i ' ~  ,cM&en-Mder 3.- , :: . ' 

. , bnduc ted .a  special study of smallparta also reviewed over indepth . . . . . .  susceptible, . .  

injGe? NEJSS. Ihe . . inveitigations.bnd coruumer complainb Children under 3 indi8&ately bu; inve!%ated and -'yzed : - , :  -, its files A i c h  involved @juries from thing; into their r n o u C  and do not have ,- 

I- 
. . 

nh aa to a&plify he preamble disc,,&,op ' 8mall parts.The~e involve$ !o~@ body ' ithe knowledge of cause and effedt .., 
.. . . . . . . .  ; - thi tenn t d ~ l  be m d  inclusively for borh top throat loC&Wents, fngestions, and /relating to pmtecting"ihemselve~ from 

' . . d - o t h e r  inteaded.far we by&& . : :.:'. aspirations, a$ well a s  foreign body ear '-:' .potmtial hazard8 a s  *n- 61der child . . . . .  -. .- . . 
. . '. .- . 

I . . , . . . . . . . . . .  . . . .  , . . . . . . .  . ... . .  . - . . . . . . . . .  . . - .. ;.:? .:* ?c,; 
. , L '-. 

. . .  . 
- -. .- . . 

. . .  
. . . .- . 
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or adult. (This is discussed fully in an ' 
April 17.1978 etaff report, entitled 
"Normal Developmental Behavior in 
Young Children and Their Relationship 
to Potential Hazards." which is 
available from the Office of the 
Secretary.) In addition, very emall parts 
on toys that are intended for use by 
children under 3 usually serve a limited 
or no functional purpose. 

Finally, it L easier to control the 
products to which children under 3 have 
access than to control the products to 
which older children have access. 
Children under 3 could, of course. 
encounter and choke on a coin, hairpin. 
or other adult item or on toys intended 
for use by their older brothers and 
sisters. However, the Commission's 
proposal was based on its belief that a 
regulation directed at toys intended to 
be used by children under 3 will have a 
positive impact in reducing injuries. 

In determining which toys and other 
articles are intended for children under 
3, the Commission proposed to consider 
euch factors as the manufacturer's 
stated intent (such as on a label) if it ie a 
reasonable one; the advertising, 
promotion, and marketG of the toy; 
and whether the toy is commonly 
recognized as being intended for 
children under 3. As proposed, none of 
these factors would necessarily be 
determinative. (It should be noted that 
products which are intended both for 
children under 3 and for older children 
would fall within the scope of the A 

regulation.) 
The proposed regulation covered all 

toys and other articles intended for use 
by children under 3 that were included 
in a long list of product categories. The 
liet was developed from a number of 
sources includmg the Toy 
Manufacturers of America classification 
system, published commercial 
promotional materials, and a-retail store 
survey conducted by the Commission 
staff. While this list was not intended to 
be exhaustive, the Commission believed 
that the vast majority of toys covered by 
the regulation would fall within at least 
one of these categories. Because of the 
very broad scope of the proposed 

-regulation, the Commission expected the ' 
list of product categories to help. 
industry representatives and consumers 
focus on the products being regulated. 
The Commission emphasized that, wen 
if a toy did not fall within a category on 
the list, it would be covered by the 
regulation as long as it is intended for 
use by children under 3 and is not 
specifically excluded from coverage. 

'I'he Commission proposed 
exemptions fora number of products . 
whose functional, educational, or other : 

. . ' -  

value outweigh any Possible hazard D. Regulatory Criteria . . . . . .  

from small parts. In some cases, 'The Commission's October 1878 
compliance with the small parts ,proposed regulation centered on a 
regulation would mew drastic redesign heasuring devic- m c a t e d ,  hollow 
of useful everyday products at. . cylinder-which separates toys and 
substantial cost to the consumer. In A their components into tw'o classes, 
other cases. compliance would be adcording to their size and shape. The 
phydcally impossible becauee the . Commission proposed that a toy or 
product could not perform its function if . component which fits entirely within the 
redesigned. cylinder is to small for children under 3 

-As examples, books made of paper ' . and should be banned. 
i d  writing materials are educational. 1 '.The same cylinder hae been used as 
Childfen's clothing. and accessories, the basis of voluntary toy safety efforts 
such as shoe lace holders and buttons. , by the FDA and by Commission staff 
are functional. Modeling clay and. - 

, , ' 
members. In addition, the Toy 

. $  

fingerpaints cannot practicably be . Ma?ufacmers of America (TMAI 
manufactured so that,small bite of theee incorporated the cylinder into its TOY 
substances will never,break off. (Under Safety Voluntary Product Standard PS 

.the FHSA, any such products which ar4 . 72-78 (18781. 
' -  harmful to children because of their The dimension8 of the cylinder, as 

to+city; as an example, are 
- proposed, were identical to those 

. 

automatically banned*) . . , proposed by FDA in January 1973. Data.. 
.me ~ ~ ~ i ~ ~ i ~ ~  also to.. . . .  obtained by the Commission and 

-exempt marbles and balloons from the a"alyses performed since . . 
c o n f i e d  that a cylinder with those amall. part) redation. If the ~@$tion, dimensions is the most meaningful, covered marbles and balloons, lhese . effective, andprqctical way to idatify , ! 

entire product would be ' ' toys and components that present 
effectively banned. The,Commiseion - . .unreasonable risks of ,,hoking, 
believed that the negative effect of . or ingestion to under 
removing traditional toys such as these ye, of age. 
from the selections available to The Commission etaff first evaluated 
consumers would outweigh the net the relevant medical data found in the 
safety gain. In any case, the Commission . existing literature. These data on the 
expressed its belief that marbles, when 

. actual dimensions of air and food , 

used in the game of "marbles," are passages in humans are sparse and 
generally intended for children over 3. alone are probably insufficient to 
However* the proposed regulation did support the determination that objects of 
cover any marbles which are part of a a size are hazardous. . ' 

toy that is intended for children under.$ . However, the data proved useful in , $ ,  

~ & l l ~ .  the Commission proposed to . 'establishing certain approximate size . . 
- 

. . .  . . . .  exempt pacifiers and rattles from the , boundaries. ... 
emall parts regulation. The, . . . . .  The staff then evaluated the eizes and' 
'Commission's existing regulations for .: shapes of the objects known'to be < - . 

. . . . .  . . .  yese products both contain;. - .involved in choking, aspiration, or 
requirements which specifically add&; . ingestion incidents in children under 3. 
-the risk of injury.preseit&d by.small , 

Many of-these objects were identified in 
... parts .(see 18 CFR Part,l510 for the rattle Bendix contract report. The staff 

regulation and 16 CFR part 1511 for thd found that.the cylinder would "screen 
. . pacifier regulation). . . . :  ; . . . . . .  . , out" .the vast majority of euch objects. ' 

A commrmt to the~ag~ary1973 ;. ; :. -'.;The staff alsoevaluated a test device 
. . 

:.propoeal had requested an exemption -. with used by the 
for vending machine products. This was (43 FR May k. 19788) ' 

based on the claim .that these .and the Canadian government to define 
. .hazardous rattles. This device also 

mt intended for under eckened out many objects which were because such 'children c a k t  activate . hvblved in choldns, . . . .  
machines' The ' or ingestion incidents. However, the . . 

expressed its belief that &me vending' .:httle,test device additionally screened , 

machine pmdYctr ' ;. outa large number of,prodpcts not so 
intended forchildren under 3, and the- hvohed and'not believed by 
*posed regulation did not exempt . . 1 ,  ' the staff to be hazardous. Based on this 
vending machine products as a broad': . -analyds, the Commission decided to 
category.'lnstead, the C0IMliS~i0n 

' , :.;, , ,.incorpoFate the test cylinder into it8 
. . . .  proposed toevaluate them individually .. . propoeed-rec]ation. - . .  

. - ' as  to wh;ether they a s  &tended for +e .., . - <A J u e  -j,1978 Commission staff . ',, . . 
'bylchildren under 3. . :.-..;. .... . . 

, , . , , r . . ,: . repqrt, enHtled "Human:f adtom -2 * - ' :  . - : ': . . . . . . . . .  .. - . . . . . . 



. - .  
. . . . 

- .  
, . .  - .  , 

. ~ 6 d s r i l  Registar / Vol. 4: No. 11.7 / ~ c l & . ' ~ * e  '15.; I(ng /-Rules and ~ e ~ l a t i a n a  34895' ' 

- .  

~ n a l ~ s i s  of Ingestion, Aspiration, and referenced "use and,abuse" procedures. effective six months after its issuance. 
Choking Injuries," discusses in some The toy is again tested by being placed This was based on the'Commission's' 
detail the link between the cylinder and in the cy1inder:In additiod any . . -desireto make the regulation effective 
the.risks of injury it addresses. In . .components or pieces that have become' :soorrer than one year after its final 
particular, the report(which is available . detached from the toy dufing the '!use - issliance. The proposal was supported 
from the Office of the Secretary) traces .and abuseW,prbcedures are separately .by.thefact that the k s t  cylinder has 

' 

the evolution of the cylinder and its tested in the cylinder.:If any toy or any been available since 1973 to toy 
dimedons. . '  . . . .  . . component or piece of a toy fails the test . companies, most of which, already 

. BI-iefly; the design of the cylinder is . criteria (bybeing small enough,to fit produce complying products. The - 

. derived from two screening devices entirely within the cylinder], the toy is a Commission'sought comment especially 
originally proposed by the Toy . ' .banned hazardous substance. -. '. - .  . on this proposal that the small'parts 

. . .  Manufacturers of America. These . E. Lobeling ' :" - . . 
. . I  .., 

. . 

. .regulation become effective six months - .  
. . .  devices consisted of a hollow sphere - , -. after its publication in final.form. , . 

The regulation, in. , with an inside diameter of 1 W hches . . . . .  
. . . . . . .  . . and a long narrow cylinder having an - October-1978;did not contain any G. Economic Considemtions 

inside diameterof $6 inch and a length . labeling reiluh-ements. The Commission ' " I, its &sc"ssion of the bctober 1978 
of 2% inches. The purpose of the sphere considered and rejected the."begative" prbposal, the Commission stated its . , 

, - and the cylinder was to eliminate labeling approach that FDA used h i t s  expectation that the i na~s t ry -~ ide  . 
objects which had been involved in 1973 ~ r ? ~ o s a l .  Because there was-no' r . economic impact of the ?mall parts 

' . ingestions, aspirations, and airway . attempt in the FDA ~~p~~~~ to define regulation would be small. The results of 
- - -bbstructions, such as small balls and specific Categories of toye to be covered, .a standadzed retail store iwey 
; ' . slender pins. However, use.of the two any toy not intended for children under iuggested that the majority of toys . , 

. .  devices incorrectly implied that two. . . .  3, which contained Small parts, had to and children*e already meet the 
separate and distinct problems existed. be labeled with the warning "Caution: ..,requirements of the proposed regulation. 
therefon. FDA combined the concepts . Not Recommended for Children Under 3 1, part bemuse of the voluntary 
of the two TMA'devices into a single . Years Old.". . . . . . . . . ' . . . '  : . . .  

standard and the specific exemptions of . : 

measuring tool, a truncated cylinder, The 1973 labeling piopos,al. a l t h o ~  . certainfoy., only aimall fraction ,of 
. . .  which incorporated the dimensionsof . never issued by the FDA or'the - tw8 be affected by the 

- each. - .  Commission,.prompted many . . 

parts regulation,,as proposed.. . 
' - : .The diameter of the cylinder is b*sed -~manufacturtirs and importers to apply . 
. - 

upon a set of recommendations made by this label to many of their products. - fiinnswhose did 
the Accident Prevention Committee of '.Such labeling wee apparently designed then meet the requirements, the majority 

the American Academy of-Pediatrics. A s  to exempt products automatically from ,were expected to need 
'.stated in this committee's' coverage of any final small parts changes torbring their products into 

correspondence, "an item having 1% regulation that might be applied-to toys the necessary adjustments .would simply involve . . . .  inch minimum width is not likely to intended for children under 3. 
. suddenly and completely obstruct the As part of-its October 1978 proposal, removal from the products of a small'-. 
airway." The dep* of the cylinder is the Commission expressed i p  belief that part nature which or hction does not of change the the basic - 
based upon data and medical literature the label has been used indiscriminately Alternatively, the.manufacturer could available to the Commission 'which and wiihout regard for the intentions of 

: ,ndesb pmduct M) hat the emall . . indicate that the vast majority of objects the original proposal. For example, 
. invo1ve.d in injuries to children under 3 certain items, such as.squeeze toys and . part is larger and thus complies with the .. 

regulation. . , .  years of age were lessthan 2% inches in etuffed animals which are clearly . . :- - . 

- length. intended for infanta, havebeen . - :-In some cases the regulation was 
. . The regulation, as proposed also. distributed in h-erce bearing the . . expected to pose problems for - - . . : 

referenced certain "use and abuse"test . ' label. . . . , .  . . . .  ~. .. manufacturers .of produkts which . ' ' ' 
. . .. contain small parts that a child can ' . , procedures which the Commiyion - its propdsril, the Cdminiesion - 

- published in final form in the Federal -etrongly discour~ged.improper use o f .  -- .easily detach from a toy. The 
. . . .  . :Register on January 7,1975 (40 FR ,1484- age label@ on children's p&ducte,'The.  omm mission expressed it8 belief that 

85) and which appear at 16 CFR 1500.51 CommisSion proposed to disregard any existing technology copld'80lve such . . 
and 1500.52 (excluding the bite test . 'hbel on a toy clearly.intended for : .a 

.problems because nearly identical 
. -  - pr6cedure-eection(c) of both -- . dildren under 3 that states otherwise, p"duct8 exists which do not have such 

provisions). These procedures are " 'However, the Commission eiicouraged , , +easily-detached small parts. More glue, - .  

intended to simulate the normal use and the use,of proper age labeling, and . - rivets. or other similar solutions may be 
' ,sufficient to bring a product into . , , ~easonably foreseeable damage or . propo'sed that such.labeling be o n e  ' 

abuse to which a toyfor children under factor it would considef'before - ' , .cdmpliance, with only minor cost - -. . 

.3 would be subjected. As mentioned in determining whether a particular toy ii, . increases. ' .. :..' . . . 

the ~ack~round  section abole,'this : . intended for use by children under 3 . The-Comniiision did not expect small . 
..concept is contained in the statutory years of agejas discu'ssed in the.Scope -businesses to face undue hardship in -< 

.definition of a.mechanica1 hazard. . . .  . .  section above). TheCommissiori : . . -'ineeting the requirements of the . . :. ::; 
Under-the'proposed regulation, toys : .iiecided-that a.negative'label@ - -  '; - ~gulation,,a?,proposed. The economic- 
nd detachable components) would be requirement wae not needed because . ;- coneiderations concerning the 'small .. 

- t %. ted as potential Small parts by.beinp . the proposal clearly stated the.$tended parts propiieal were fully discussed in 
placed in the cylinder. They,must be " scope of the reflation. ....:. . --: .- . i-~,  . . .  .... . . . . .  - the May 1978 etaff report, entitled . 
large enough so that they do not fit 

-' 
,:;.'::.. - . i 

. . entirely-wi~in the cylinder. ~f a toy dm; : ?.Effee~.tj*Date - .  -,:~.::: . ..... c::. ___, ..i . . .  , _ _ *  . .  , 
. . ''Economic Assessment of the Proposed 

..I -'Small Parts Regulation,".which is . .- .. 
:not fit entirely within the cylinder:.it : :.The ~ommissi&n*r+'?.d:h~t the 5':.;t.,?availae b m  the wlce . :f-:, - ,  - 

--.would then-be subjected to.the " '. :: -? "'final small parts *eflation'beCome . :: . .2&cretaw. . 
- . - ._ .- 

; .' - .  
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H. Env1~r0~rRento~ ~0118ide~'oons % ~rmormie~im's eei(uietim w i ~  not infant may bo fine in b w  mmenta. 
eliminate I& aspiration, c b k h g  and AltBough death waa nearly the tragic 

The Comrniesion asseesed the ingestion incidents Some reporkd ~esult. this incident would probabIy not 
potential environmental impact of the were cawed by hms- show up in hospital eme~gency room 
 mall psbregulatioa as proposed and a-s k t  w t  intended for uee by records and w d  not he reported wi a 
concluded that no potentiauy significant inddq ink& death 
environmental impacts are associated fm ,, by older o h  inj,,,.iee Such "close &" are important 
with i t  Therefore. the Commission may have r e d t e d  from mmuse of tbe indicators that a risk of injury horn 
decided that no environmental impact producte ht pvae small parts exieta Although "cloee 
statement was necessary. (Copies of tbe foremable., calls" are not rwtbely reported to the 
environmental assessment are availab1e ~y the 8- talren, the PJEfSS data are Commission. two mothers did describe 
from the Office of the Secretary.) not intended to pinpoint every injury such inc6dents in their official commenls 
N. Diecussion of PuMic Cornmeats which a proposed regulation might on the proposed small parts reghtion. 

address. NElSS mly provides injury Both reports involved Mice under six 
- The Commission received 46 statistics which identify the broad months a d  both inudved crib toys. 
c~mrnenb from the public on its October mte~oriee of products m d  vidimr, that Althou& neither baby wae injured. one 
1978 small parts proposed regulation. are associated with injuries treated ib or both could have chnked to death on 
Eighteen these came from indnstq hospital emergency rrxnne. The NEISS the small parts that came off the taya 
and 17 came fmm individuals data rehrant to the s d  parts \ involved. / 

unaffiliated with any groups or - 
regolation indicate that children under 3 The Commission believes that it 

organizations. Xncluded among the 11 g, mmpodonete of& should mi wait for deaths, injuriea or 
other comments were submissions from b h n g  and in,*es cad by even "dose calls" to occur before 
representatives of tbe medical small parts. In aonjnnctioa w i h  other determining that a children's product 
profession and of state and local injury data, tbe MISS data support the presents an u n r e a d l e  risk of injury 
governments. All comments received are 

,- that the whih mall parls under the FHSA. Aa the Cbainnan of the 
for in the OflFice of present to children is an unreasonable 

- 
National Comnriesion on Product Safety 

the Secretary. CUIE. - said at a Senate subcommittee bearing 
The following discussion of the An example of other ihjury data . in 1969, in testimony concemhg toy 

comments is categorized by mbject. It which support the nnreamneble dsk , safety amendments to the FHSA, 
does not correspond exactb with the is the e q p i f ~ a n t  of 'Iw)hen your inteIligenm tells you that 
discussion of the proposed regalation in deaths tbat ernall parts have caused to - eomething will create en injury and it - 
eection m, but it covers most of the children mder The Commissirm'e files 'seeme conceptually dear that an injury 
same subjects. contain 113 certificates on deaths d occur. it is punitive to wait until a 
A. Risk of 1njrr-v - , caused by small parts. Of these. 45 were number of people have lost their kives or 

ussociated with varioua children's toys sacrificed tbe~r  kmbe before we attempt 
I. Injury datu. A number of and nursery pmducte, and to prevent those accidents" [Hearing 

commentera have eeserted thet fhe appfoximateiy half of the ,Mime in the bebre the Consumer Subcommittee of 
i n j q  data died by the Commiseion do 133 caees were under 3 years of age. A the Committee QII Cammrce. April 16. 

. not justify issuance of the sman parts -cent check of the Commiseiom'e death 396% pp. 31-32). 
regulation. The cmmmm camtent certificate data base reveals that at beast The t3mmmam . . does h o w  that 
was that many of the small produde end 25 d e a h  frm mal l  pats involved amall pirls have c a k d  the death of 
components causing the h t b s  and product6 h i  are not exempt from Lhe &&hen \tnder 3. By size and intended 
injunes that were cited by the regulatiw. - XS~, the ionhascakpmedtbe 
~ ~ r n m * s i a  wcmkd b e a d f i d b y  Again, the Cormnisim'a rqdation products=resent the greatest risk 
the regulation. would not have prevented ell of the and which can be effectively regulated. 

Based on (he hrjury data which deqths of children under 3 that were 
- 

becauae deatho are invdved 
supported the proposed replat ias  the caused by small parb. Beceuee prodacts the Com@seion wiU not delay acting 
Commission continnee tg believe h t  not h d e d  for childsen caused against liak & every item in the 
s d  parts present a serious h a r d  to af the deaths, ewea a ban of dl w a r y  has been involved in a eptzdic 
children rmBer 3 of ege. All of the &ildFen's psoduct~ Qvdved in fatal -writ. . . .  
available injury data, taken together. incidents could not eliminate all risk. - A trade &atian d f i  
w o r t  the fmdrng that the risk which Nevertheless. the b t h  certificcate data associated with bulk vemlurg products. 
emall p m n t  to c M  d e r  3 is support the existence of a serious rbek the N a i i o d  Bulk Vendors -tion 
an luveaeanah om. from -11 pate. The Ce-a , (NBVA), bas q w s t i d  whether s d  

For example, the NEISS data show the regulation ad- a p~bstantiel produde preaent an ruyeasonabke risk 
, scope of the ploblem.Qf the estimated portion of thh risk in a €air.practicd ; -04 injar), to children under 3. M3VA has 

3,800 incidents uncovered duringlhe tt- and effective way. cteiared thet bulk vending produds are 
.week special etudy of NEISS data on hjuy statistice rrnderetate the riak 6f not aseociated with p e r h h r  4 
small parte injuries, Mpercent were to injury eddreee* by he e d  parts I 

I children under 3 and 78 percent af eU a regulation Even if eve~g b j u ~ y  and 
life-threatening chdrvlg incidenb were death cwld be recorded a d  endyPed pokntial foime inEidonls &dd be 
to cluldren under 3. In addition. 68 incidente in urhich c h B h  llnder 3 pN!Peolbsdlh the reaaone discmrsPd im 
percent of the NElSS injuries in tbe - \ h d y  escaped death end seFiolle injtvg tb uedimr hr atkhion. NBVA 
special study involving children's are unlikely to appeac ia 8WitWd - ,. etated hat a d y  two hjwy M e a t s  in 
products-involved producb for children ' studies. .. , the Conmidon's data base might have 
under 3 (if products exempted barn Ihe Aparent who finds an'fnftmt &king b h r e d  bulk v t d b g  p r o d m  
regulation are not counted it is 64 , on a t e e m  rhg end m o t  breathing will However, them two incidw r ~ e r e  . 
percent]. r immediately dielodge the ring. Tbe - i found in a &week special stnvey of 
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.incidents in a sample of hospital Cijmmission would have banned all toy is comm6nly recognize'$ as being 
emergency rooms. Therefore, each small-toys intended for use by children intended for children under 3. 
statistically represents'many more of any age. ' ' 

Sincenone of the factors is 
emergency room incidents and many . Another factor Lhich the dommission determinative, many toy manufacturers 
other incidents which would never show - .,has considered is the educational and - expressed the concern that they will not 
up in emergency room statistics. More functional value of the products know for certain whether their toys are . 

importantly, products are generally potentially covered by the regulation., ' - cove-&d by the regulation. Therefore, 
categorized by type, not by method of - Sdme educatiqnal and functional . ' . . . many suggested that,the manufacturer's 

, - distribution, for injury reporting products cannot be redesigned to . labeling should be conclusive on the ' , 

purposes. The injuries associated &th cdmply with the regulation. Modeling question of whether a toy,is intended for 
clay is not modeling clay unless bits can children under 3.- . . . - . "bulk vending productsw-cannot 

therefore be accurately quantified using .- break off. Buttons must be relatively , The Commission made a special effort 
existing data. small and are extremely useful on -to defineclearly the scope of the small 

2. ~ ~ ~ i ~ l ~ t i v e  histciry of FHSA. NBVA children's clothing.Therefore, the - . - .parts'propbsed regulation. The scope 
has madp_ an additionalargument, based .Commission granted exemptions for . section [lso1.2] included a lengthy list of 
on the legislative history of theFHSA, -these and other pFoducts. If size were ' ' the types of products that are definitely 
that vending machine products do not . the Commission's only consideration. - covered. This list was based on the 
present an unreasonable risk of injury; .. the regulation would have the practical Commission staff s retail survey of toys 
As discussed under Statutory effect of banning clay, paints, diaper dnd children's articles. The Cornmission 

.-'Framework (section III, B, above), the ', pins, hair barrettes, and a host - .  of other -believes that this list covered most 
-- Commission is regulating small parb by products. . . ... . . .  - products which might reasonably be 

classifying as "mechanical hazards" . . Finally, th$Commission has. . intended for children under 3. 
, toys which are or which contain small considered the severity of the injuries The nature of any broad, generic , 

parts. This classification must be based caused by the small toys. Ifa.risk less . . egulation is that a few producte will not 
. on a Commission finding that such toys ' severe than possible death were . . - ' be conclusively included in or excluded 

' present "an unreasonable risk of , .  , "involved, the Commission may not have from the defined class. Therefore, the 
personal injury or illness." found it necessary to i~ sue  any small . ,' Commission has indicated factors to 

'NBVA's argument, based on its . . parts banning regulation at all. . -help determine fairly which '!borderline" 
'interpretation of the FHSA, is that -"in NRVA's argument based on the FHSA . products might be covered by the 

.*. contrast to electric4 or thermal rinks, ..-legislative~history might be convincing if . regulation. 
mechanical risks are to be judged -, . ' .  the Conunission had ljmited its .No single factor determine . 

. - . quantitatively before being classified as consideration of factore to.the size of tpe conclusively whether a borderline toy is 
. . unreasonable risks." More specifically, , toys involved. However, the ' . intended for childrenunder 3. -The\" 

NBVA.has assertgd that the Commission ' Commigsion has not done this. Instead, . manufacturer's labeling is undoubtedly 
. cannot classify a toy as a mechanical . a s  reqltired by the provisions of the .one factor. If a toy's cartor! recommends 

. ''hazard merely because it is small. - . PHSA, the Commission evaluated ' . . "For children ages 2-5," it is likely that 
Rather, the Commission must also. , whether the toys,it has regulated present purchasers of that toy will give it to 
consider factors other than size. WI unreasonable risk of injury. The children of those ages. However, it is 

The Commission agrees with all but a determination that they do is based on a ' also likely'.that some purchasers will 
minor portion df MBVA's analysis of.the careful consideration of such factore as buy,the .toy for precocious-children who 

, legislative history. It is truethat the . the age of the children involved, the ' . are only one-and-one-half yeam old.- . 
definition of "electrical ha-m.rdip the ' educational and functional value of the Thus, despite the labeling, such a toy 

- FHSA does not contain the .toys, the severity,of the injuries . .  _.will actually be ueed by children for 
"unreasonable r isk phrase. (Presumbly, --..involved, and the size of the toys. whom the manufacturerapphntly . .  . . does . 

any electrical risk is a serious one and a B. Scope . .:: : . : , + . :, .:. 
... . . .  - .. - not intend it. 

separate "unreasonable risk" finding is . . ..,. -. , ..- ,: .-- > . . - > , . . . . : - . - : \  ~imilarl~,thewa~sin&hichto~sare 
, _ :itnnecessary.) HouGever, the definition of . l . 'hductkcoveredby&ula~n.. .-:; p*ckalltd, promoted, and otherwiie 

-'?henna1 hazard does contain the same .. .Many commentere have expressed . . ; marketed will be factors in determining ' 
language about "unreasonable risk" that.. views about the scope ofthe small park the age group for which they are . ' 

. - the definition of "mechanical h a z a r d ,  -.regulation. A recurring comment from - ,intended. As 'an example, i n  exclusivi. 
(wntains. - ' :~ .  . . the'toy industry was that the-regulation , 'import shop might be Belling an . 

The crucial popt is that the , _ . ;;, does not clarify which toys h d  other . expensive collector's item for adults or' : 
~Com@ssion has not proposed to - articles (U. "intended for use b. ,. . . :older children. A toy store might be 
classify any toy as a mechanical h&a$ ahildren under 3 yeiirs of age." ,.;,' - -  - selling inexpensive imitations of this 

' 

merely because of its size. As explained . .When p~pposing the small.parte . item as toys for young children. In this 
under h p o s e d  Regulation (section III, : regulation -in October 1978 the : . .- example, place of sale and pfice would 

above), the Commission has considered .Cornniission provided a specific list of' : be important factore. The type and , , 
a number of factors. First, the - the toys which are covered. The - -  - . . manner of advertising might also be 
Comniission has identified the most . - : Commission also listed the.factors it .. .. - ..factors. . . . 

, .  . 
' vulnerable population at risk, children - would consider before determining . .--. - .: 'Most marketing factom cann&'be 
under 3: Because of the relative ' .- . which other-toys might be intended for ' conclusive in determining whether a toy 
helplessness of these children and .. ' children under 3. Ae suinmarized above is intended for children under 3.Using 
because of their propensity to place. . -.: . 'in the Scope section under Proposed. the  collectof's item exainple, what 
things in their mouths (as discussed in. Regul~tion (aection III, C), thesefactore . would be the price ~ ~ t - ~ f f  and what " 

. , .section 111, C, above],.-the Commission's . include the manufacturer's stated intent would'be the definitive deaSption of . .. 
: regulation'is limited to toys and other (such as 0n.a label) if it is a reasonable, what is an-import shop and what is a 
. ' ' articlee intended for children urider 3. If one;'the advertising, promotion, and :: - ' joy.store') In otder to write a de in 

size were the only factor, the . . '  : 
. . .-7;.marke'w ofithe t o y ; - ~ d  whither the ' :. which sp6cific m,+keting.facton, deerly, 

. . <.:-: .. .- i . ,. . ; e j . ; : - . " . . '  - . . . .. ,. . -- . . ,.-...-, . . . . .  . .. . . . .. . . .  : _ , . .., . , .  .. . . . . ,  . . 
?- 

. . 
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separated toys intended for children Specifically, people and firms will almost sureiy result m some additional 
under 3 from all other products, the have an opportunity to present written protection fmm h m a r d m  toys, the 
(=omrmssion would have to disregard andlor oral evidence and arguments Commission must reject it for the 
many subtle but relevant fsctors that enforcement action against their present time. 

~f the manufacturerlB intent stated products would be unjustified. The ' If the small parts regulation were 
on a label were &terminative. longstanding practice of the Commission broadened at this time, the scope of 
hazardous toys that are genuinely staff, which_the Commission believes is products covered would become 
intended for under be a reasonable and important practice, uncertain. While most products intended 
intentionally or unintentionally has been to provide such opprhdQ. for use by chfldren under.3 are easily 
mislabeled to fall outside of the Therefore, this procedure IS now categorized as such, this may not be true 
(ammission's small p w  regulation. in staff for products intended for children 

Another deficieny with making 
guidelines." The procednre (as contained between 3 and 5 years of age. In 
in the guidelines, which are available &tion, although children 3 and older labeling the sole and conclusive factor is from be office ,,f the secretary), n 

that there are no industry-wide have been injured and endangered by 
summarized m the anan parts regulation eman parts, a broadening of the guidelmes on a@ labeling. Caneamen, at 3 1501.5 below, 

must contend with the differing regulation would require follow-up 
Under the pmcedure. effected persons economic and injury data analyses to 

practices of and firms will have the opportunity to support an anreasaable risk of injury 
The lug ob.aved at lea&' p ~ m t  their aw-ts and, evidence - finding Ra&er delaying the prrsent 
one exheme example of how m* these that a particular tog d m  nut violate the the Commission may practices differ. On one page of 4 regulation or that enforcement aCCi0~ is conaidw as  a separate regulatory 
newspaper advertising s~pplement. a unwarranted.  his ie possibility the protection of children 3 
major toy retailer pictured and - a d a b l e  anytime within 10 days of* and d e r  from the s d  parts hazard. 
described a number of "baby doh''. 4 time the staff sends them a "Letter uf 
eseence, these were the srime dolls but Advicen &at their toys 

Other commenters suggested that 
poIyurethane pellets, nut shena and 

were made by different m m ~ e .  The noncomplying and that enfurcement other toy stuffing materials be added to 
manufachu'ere' age re~ommen&etiona act- mi&t be -saw. the scope of the sman parts teNti0n.  
which were also noted. Were 3 4 . 3 4  1; m n t e n t ~ m s  wffl be addressed to tbe since fie i d e d t y  of 
up. 3-10,3-up. 27.1-7, and 2-9. Area Omce which sent the Letter of - 

wiII be tested under the use and abuse 
Nevertheless* the Commission bas wer3' , Advice. If the Area OfIice eta!?remaine pmcedures, any materials that reason to believe tfiat these beby dolls convinced that the toy is in violation of auld pose a fisk to children 3 are 
are all appropriate for use d d h  in the regulation, its recommendation to already by the 
the same age group. initiate e n f m m e n t  action (selnne, Neither the pellets nor shells nor any 

The &mmission believes the1 many pproeecuticm, or injunction), ekmg wfth ' hae r  stuffings need to be wecficauy or 
factors are relevant to the detffmination the f W s  response to the Letter of separately mentioned. 
of whe tk r  particular toys are intended Advice, mwt be made to (he 3. hkemphbns. The Commission 
for children under 3 and that none of Commission or to a delegated s t an  received numerous comments stating 
these factors can be conclusive in - member. The Cormniseion hes Megated b t  products s b u l d  or 
isolation. In addition, m a n u f a ~ m  are this fnnction to the Associate Executive gbould not be e x e m p ~ f i o m  the 
not powmleas to affect the markding of pirector for Compliance and * . parts regulation. As proposed, the 
their t o p  and are not ignorant uf the ' Enforcement.' 

' I h i s t k n e ! y ~ ~ t y f w  
' -following products were exempted: 

way their toye are ectuany marketed. baIloons; most marbles; books and o w  
Because of the importance of the submissions addreem the indueby's , awes de of paper; writing 

'factors, the Commission has decided to concern that the dl be " materials; Ehildren's clothing and ,- 

incorporate them into the small pa- enforced against toys that are a - -mries; g~ooming, feed@, and 
regalation. (They were diecuesed in the intended for children under 3. At the -by@ene prodwts; recor&: by 
preamble to the small parts pmposd.) earn t m h ~  Pf&,d not and sMar pro&b; paints: r a t k  ad 
Section 15M.m) of the final regulation ~ d u b  deley nece8eaq ~ ~ ~ n t  @fiera. 
below reflects this change. ectmns. (When req\iired tb p& the A few mmrnenters suggested that 

.The factore are most meaninghrl when public eafeb fn an &tion marbles and balloons should be covered 
they are carefully applied to the th C h D m i ~ ~ o n  util@ more by the Small r e a h  tion. 
particular toys fnvolved. Under a exPeditim alwrnafive~.) hacussed in the scope -tion 
recently-amended procedure, the because of the need forP'Ompt 4ropoeed Regulation [section III. C). the 
Commission's compliance and ' consideratioa of the h i s e i r m a ,  &me belie,,- hat marbles are 

that d h a s  the 4 15OLqb) fadm will - id for use by der enforcement staff will be required to do be parti . 
this in every case, before initiating any 

hp118io , m n b a  they are incorporated in a toy 
enforcement action under the small ' c o r n m e n t ~ a s d  M Swertz, a - that is intended fiu sucb children 
parts regulation. The Commiesion Therefore tbe lieting of nrsrblea under 
believes that the scope of its eman parts %ston a m e y  who Bee been active in dxemptio;s w88 dY for darktion 
regulation is sufficiently dear. However. toy Uu Commissron explld wed ma of that - They are not m v e d  by lhe regdatiw 
many commentern from the industry (when eold on their own) and 
disagree. The procedure, along with the -' P* -lath , t ec lmkdy  nesd not be exempted hp the 
Commission's willingness to entertain - fore=& .StVJ by ~~~~ UP to ege 5.  fin^ re,&tim hy hue ‘&.. 
requests for advice about the coverage - e ~ t e d  . A t .  dssF w ' f&, bkd BXlmpw, 
of specific toys, addresses the sboogly-, aEaf , w-r ae - Balloons represent a specid eihretiw. 
stated industry commects that some . &eowel - -, . .- . They cennot be regdated by h e  criteria 
toye are not clearly included $ or . d ~ b s  ee- -- ,,, . in thie regulation to eddrese the emall 
excluded from the regolalion. ' * ' a put of the onglaal document. - - , - parts risk without being completely 
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banned. The Commission has therefore 
decided not to in&& balloons in the 

. final banning regulation below, and may 
consider a separate regulatory action for 
them If so. the Commission win 
cxmsider the possibility of requiring 
c a u t i o ~ r y  kbeltng. as two commenters 
suggested. [One of these commentere 
singled out balloons shorter than six 
inches. but the Commission knows of no 
safety-related basis for this distinction) 

Aside from the apecific exemptions, 
the Commission's proposed r e m t i n n  
excluded from coverage certain 
substances that could become exposed 
as a result of the use and abuse testing. 
These were bits of fabric y a r s  paper. , 
and fuzz. The reason for these 
exclusions was that these fibrous-type 
materials cannot be ~lteaningfuIIy tested 
with the truncated cylinder when they 
are pulled off or out of a toy. For 
example. the bits of fuzz that can be . 
"picked+f£" a teddy bear and the 
cIumps of yarn hair that can be plucked 
from a don's head cannot be tested in 
the cylinder with any precision The 
Commission does not expect these 
minor exclusions to affect the overall 
effectiveness of the regulation. 

- A number of commenters have named 
other substances that they believe 
should be similarly excluded from 
coverage if exposed during use and 
abuse testing. The Commission agrees 
that some of the ad&tional fibrous-type 
substances named in the comments 
should be added because they present 
the same testing limitations as fabric, 
yarn. paper, and fuzz. Therefore, the 
parenthetical exclusion in fhe h a 1  
regulation (8 1m.4@1(2]] has been 
modified to include elastic and string. 
&cause cotton and wool are fabrics, 
and therefore already covered by the 
parenthetical exclusion, the requesta ta 
add them to the Frst are denied as 
unnecessary. - a 

There are a number of o$er I 

substances and products which 
commenters spedficalIy discussed: 

[a] Foam andolherpomus materiakt 
such as sponge. These products break 
off in distinct uchunks" and can be 
tested. In addition, Oe Cemmission 

' ' 

believes that they are particularly 
hazardous because they can lodge in a 
child's t h a t  and then expand to make 
it dffficult to dislodge them. The 
Commission h'hs m e r o u s  reports of 

' 

chlcing incidents associated with foam 
from piaypen rails and playpen pads. In 
fact, one of the cmmnents to the d 
parts regahtion discusses juat such a 

- 

"close mF' involving foam from a 
playpen. The Commission has not added 
to-the regdation any exemption for 
fowr or skuirm prodncts. 

I. * .. . -. - r 

I 

1 
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(b) Doll cbthing and other balloons After considering the products 
accessaries. While acceeeories on - in the'category and balancing m e r o n s  
children's clothing are functional, the factors, the Commission has determined 
same accessories on d f l s  clothing are that an exemption for banoons is 
not. A child may play with the button on appropriate. Similarly, the Commission 
his ar her sweater, but this is different has exempted some broader categories 
from playing with a button on a doll's of products, such as those made of 
sweater which is specifically and solely paper. Because all such products have a 
designed-for play purposes. Therefore, common characteristic, the Commission 
doll's accessories arenot exempt from can determine whether an exemption 
the small parts regulation. Toy dishes based on that characteristic is 
are similarly not exempt. , appropriate. 

(c] Teddy bears. One commenter ' However, NBVA seeks an entirely 
eeems to imply that a teddy bear should different kind of exemption. m e  
be exempt from the regutation because category cd bulk vending products 
its psychological valne is as great as the includes many different types of 
educational value of b a h o n s  or products and products made of many 
crayons. Since it would be virtuany different snbstances. The only link is . 
impossible to design crayone (which that they are aold in vending machines. 
break into pieces] or batloons that Only if this link were a factor which 
comply with the regulation, they have related significantly to the rbk 
been exempted. However, it is possiie preeented would an exemption be 
to design teddy bears that comply with appropriate NBVA has submitted no 
the regulation. Therefore, the data establishing such a link. The 
 amm mission has not banned teddy beam Commission does not see any such Iink 
by issuing this regulation, and no and has therefore declined to grant the 
exemption for them is needed. exemption. 

[d) Ohajzes. A Japanese trade 
' 

The NBVA has asserted that children 
association has asked whether Ohajikes under 3 cannot operate vending 
ere covered by Qk regulation. The machines, but his is not a relevant 
Commission has learned that these are consideration Even if children under 3 
the Japanese equivalent of marbles and, could not obtain bulk vend@ toys 
are not intended for use by children directly fiom the machines without 
under 3. Therefore, they are not inclflaed assistance from an adult or older child, . 
within the scope of the regulation, it is still possibIe that the toys are 
unless they are incorporated in a toy ,intended for use by children under 3. 
intended for this age group. ' The crucial point is that children under 3 - (el Crafl items Because craft items are unIikeIy to go into stores and buy 
are not intended for use by children any toys at RIL Adulta generally buy 
under 3, qo exemption from the , toys and give them to children in this 
regdations is necessary. age group. Thie is true whether the toy is 

(0 Bulk vendirlgpmducts. A;& time bought fiom a salesperson at a toy store 
it proposed the sman parts regulation or from a mechine. This factor do& not 
the Commission specifically solicited in any way undermine the obvious fact 
comments on the question of whether that many b y s  are intended for children . 
these products should be exempt The under 3. I 

American Academy of Pediatrics has The Cammission io not convinced that 
commented fhat they &odd not be. The an exemption based on the method bf 
National Bulk Vendors Association distribution of certain toys is justified or 
[ M A ]  has submitted an extensive set appropriate for the smell parb 
of comments arguing that they should regulatih. 'I% generic regdatian 
be. \ covers the products in a partiEular 

NBVA has asserted (bat many bulk ca tepy  which present a particular 
vending producta are not mtended far m a a m a b l e  risk of injury. Unlese there 
children under 3. To the extent that this is a reason to exempt psoducb from tbe 
is true. the b m d  pards regulation doee category. based on some common . 
not apply and the issue of an exemption characteristic of t h  producae or on 
do- not arise. However. m e  cornpalling ecrmomic consideratione, en 
comments have assumed that some buIk exemption would contradict the 
vending products do fan within the ratimele ot the replation 
scope of the regulation.* mmmenh . The NBVA has aot provided my such 
include a request for an exemption fm reason my 4 &mristac. , 

a e  category of bulk vending pmd~~cta. a NBVA's mmmeate do coatain 
category which is defined by m e w  of essertions, hut m date. concernimg tlm - 
distribution rather than by nature of the e-c irepaet h perte 1 

product. , regulatioawrouldhaveonbdk~ 
The regulaflon coatah exbyt ione - prod&. However, the Cosradssion 1 

for certain specific . - producro. auch m ,!. doesnotebttp tbe view (bat ite - . , - - - -. 

' .  
\ - 

- 
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regulation will put membek ofthe 
NBVA out of business. In its.evaluation 
of a representative sample of bulk : 
vended products, the Commission has 
found none that will be covered by the 
regulation. Even if some bulk vending 
products were banned by the small 

- parts regulation in the future [because of 
new designs or changed marketing 
patterns), the Commission is not . . 

persuaded that the industry could not 
avoid serious harm by shiftiqtinsaway . . 
from thos~products. - ' ' ' 

[g) Articles,made of fabric, .yam, fuzz, 
andpaper. The proposed iegulation 
excluded from the test procedure any 
piece or "bit" of paper, fabric, yam, or - 

;fuzz that became detached from a toy as  
a result of use and abuse testing. As . -  
already discussed :in this section. 'these 
exclusions (as well as exclusions for , .. 
elastic and string] are contained in the 
final regulation (8  1501.4 (b) (2)). They 
are based on the testing limitations 
posed by these bits of materials;, . 

' ' 

A number of commenters have -: 

suggested that products made of the 
same materials be added to,the 1ist.d . 
exempted pbducts, in 5 1501i3. The 

, Commission declines to do so because 
made entirely of these ' . ,  

materials present the same potential ' .  

small parts risk as products made of all 
other.materials. It is only bits of the 
materials which cannot be tested : ,. 
meaningfully and which have therefore - been excluded in 8 1501.4[b][2]. (For a ' 
-different reason, products made of-paper 
are already exempted. In addition, fuzz 
is, by definition, a bit of material and an 
entire product would . notbe . made of ' . 
fuzz.]: ' . . I>. 

[h) Other. A number of other ' . 
-commenters supported exemptions that  

- the Commission proposed. These . ,. 
included pencils and felt tip pens. The - 

Co mission has left these exemptions 1 . . . . . . . .  . unc anged. - -  ' . . . . . . . .  . . . . . .  
. . .  C. ~ e g u l a b q  criteria . . - . . -  . . 

: I. Size and natum-of test Cylinder. To 
. -comply with iiie Commissio'n's small 

.parts regulation, toys must be too large 
to fit totally within the test cylinder. 
Therefore, the larger the cylindef, the ,, 
more stfingent the test would be. One .' 

commenter has suggested that the ' ' 

Commission make the cylinder larger 
and another has suggested that it be 
made smaller. However, neither of these 
commenters provided any technical data 
concerning amore appropriate size. - , - '  

More specifically, the commLeriter 'who . 
-. . suggested a smaller device noted that he 

personally could not swallow an object ' 

; 1 Y4Jnches in diameter. However, 7; '%-! . . 
objects this size enter the mouth and .'.: 

- block the throat precisely because they -' . 2 . . 

cannot be ewall6wed. In,faot;l9 p e r k i t  
of the throat lodgment incidents the . 
Commission knows of involved objects 
between % and lY4  inches in maximum 
dimension, 

Anbther commentersuggested that the 
test-template the Commission has used 
fo r  rattles be used ih the small parts ' .  

regulation. On the basis of data on 
choking deaths of children (W years of 
age, a team df experts who wrote the , 

Bqndix report recommended use of the 
rattle template. However, the - . 
Commission believes th8t the h c a t e d  
cylinder is more appropriate for '.. 

-screening out products that are too small 
--. for childrexi under 3. The rattle template, 

if substituted into the regulation below, 
'--would ban many products that the :' . 

Commission does not believe present an 
unreqsonable risk of injury to such ' . 

. '  . children; . L ' . . 
In a d d i t i o n ; ~ a n a d a ' s ~ ~ o ~ e r  , : ' - 

:Sbndqds Directorate has'informed the 
'.Commission about the size of its small 
parts @st cylinder. The shape of . -.. , 

Canada's cylinder is the. same as  the - 
Commission's imd the dimensions, 
ikcentlychanged to the metric system,--. 
are nearly the same. After considering . 

-'the comments on the size of the 
proposed test cylinder, the C o d i s i o n .  

' h a s  decidednot to change the -- 
-=dimensions'for the h a 1  regulation. -: 

Unlike the Couimission's regulation, 
.Canada's regulation specifies that a 
force of 1 pound be exerted on objects . 
when they are inserted into the.cylinder 

- for testing. The Commission does not 
believe that such-a requirement would 
result in any significant increase in 
protection'for children under 3. ' 

A human factors engineer for 'Arthur 
D. Litlle,Inc'has suggested that-the 

. 'proposed cylinder be used temporarily ' 
- :  "with the assurance that in-depth ,, . -: ' '.. 

research and analysis woidd follow tb 
-develop the necessary scientific . . 
information to r e d ~ c e t h ~  risk of small . 
parts and form the basis of a,permanent 

" s tandarc-The Commission must agree 
the! any test device can be continually 
.refined and @proved, baaed on . .: . 
:continuing scientific study. However,. .. 'j 
;'the Commission believes that its - .  '. . 
'.e$sting regulation fairly andeffectively' 
; addresses a significant portion of the 

small parts f l ik  to children under 3. The 
kgulation'incorporates a test cylinder ', 

which is based on epidemiological data,. 
indicating the pbpulation at  prime risk; 
.medical data-death certificates in which 
the size-of the offending object is , ,  . . 
=ported, and- injury reports in y&+ ,they 
.&e of the offending object is rirported'- .- 
:tsee discussion of regulatory,uiteria in ' . 

-section'Ul, D;above]. If newly-available 
..--data indicate that the regulation-could ., 
'' . . . .  . . - .  . -.. . . .  

be improved, there are adequate 
procedures for amending it. 

The h t h w  D. Little engineer has also 
suggested that the Commission replace 
the proposed cylinder with cylinders of 
graduated sizes that reflect the range of 
differences in size and function CH a 
child's aerodigestive system during the 
first three years of life. The-Compission 
has adopted this type of approach, a s  
one example, in certain provisions of its 
use and abuse regulations. Based on the 
fact that a child's strength increases 
with age, these provisions are divided 
into three parts (0-18,19-36, and 37-96 
months] which have differing test 
criteria. However, a child's gaining of 
strength occurs gradually and 
continually, rather than in an abrupt or 
discrete process. Therefore, these test 
criteria represent a compromise 
between the existim data and 

- 
" practicality. The cornpro-mise is justified 

onlv becaus'e.'the relevant data indicated 
anincreasing trend and several. 
benchmarks on which the Commission 
could base the different levels of test 

,. . . .  criteria. . 
I . .  

- .  

s ~n cpntrast, eubstaniiaiiy less is 
. known about the sizes of children's 
mouths; throats, windpipe? and other 

- 'criticalpassages. No data.currently ' 

, -indicate eventhat the passages increase 
in size with age. Without such data and 
without the necessary benchmarks, a 
series of cylinders, as suggested by the 
Arthur D. Little engineer,, is impractical. 
Although the Commission believes it .. 

would  take.years to develop a method 
'ior.measuiing these'passages, it will 
periodically consider whether any . 
available data would permit adoption of 
thesuggestedapproach. . . . , 

Finally, .the same engineer has &sed 
a. potential .problem concerning "implied 

, eafety." If a toy.meets,the Commission's 
, standard,and nevertheless presents a 
:, risk to children, there may be a false . 

-sense of security by purchasers of the 
toy. The Commission,does not believe 
that all toys meeting the-regulation are .. safi?. However, the fact that some people 
may'believe this is not a sufficient 

-pason to withhold issuance of a .. 
' .w@lation which will increase the safety 

. . ofmany toys. - t - . . - 

Commenting on e .diffe;ent aspect of 
_ '  ..the test device, a toy enufacturer  has 

:suggested that the absence of . . , 

-tdimeneional toleran* and material or 
hqdness'requirements for the cylinder 
could contribute to"iqnccurate results. - 

:'The Commission's test cjrlinders are - ,  

.manhfattured h m  acryiic plastic. 
However, the Commission believes that 

- i n y  test cylinder made of a material 
, -' 

:sufficiently figid to ma-intain the stated 
, 

'' dimeisions will )iieldequival.ent results. 
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Neither hnt .s nor material 
quireme: . .i-e necessary. 

On the at! of tolerances, the 
CommisPr, il's cylinders will be designed 
and consrructed to ensure that they will 
be no larger than fhe specified 
dimensions. In contrast, the Commission 
advises manufacturers to ensure that 
their test cylinders are no smaller than 
the specified dimensions. Manufacturers 
can prbvide themselves with a margin of 
safety, and increase the likelihood that 
their t o p  will compty with the 
regulation when tested by tlte 
Commission, by using a test c$irrd~ 
that is slightly larger than the 
dimensions. 

2. h e  and abase test procedum. 
Incorporated as part of the m a n  parts 
test procedure are the "use end abuse" 
test methods at 16 CFR 1500.51 and 52. A 
m b e r  of commenters have raised a 
question about how the tension test 
method should be applied to toys mtd 
toy components made of porous 
materials such as powethane foam 
The commentm are concerned that a 
failure will occur at the site of the 
clampa nsed for testing, and that each a 
failure would lead to a ban of their toys. 
So& a ban would be unfair if the f a k e  
were cawed by the nature of the b p s  
rather than by the weakness of the 
material being w e d .  To assure that this 
result doee m t  OCCII~, the Commission 
hill not ban my  toys based on faihves 
eccurring at damp sites during 
performance of the tension test 

0. Statutory Appmch 

As propod.  the Commission's 4 
pats regulation would classify ell non- 
complying toys as  "banned hazardoue 
rrubstaraces" Bnder the FHSA. Many 
industry conunenters have urged the 
Commission to substitute a two-&@ 
banning procedure for the propased 
procedure. The main basis for this 
comment seemed to be tBe cfozmm tbat 
insufficient due process procedures 
would be available to permit 
manufacfurers to contest questionable 
Commission judgments that their non- 
complying toys are intended for children 
under 3 and thus banned [This comment 
is also discussed in section B(l), above.) 

The Commission uses a two-stage 
procedure to ban certain tcys, intended 
for children under 8 years of age, that 
present unreasoxtatrle risks due to sharp 
paints or sharp edges. In the firet stage, 
&e Commis&n nses its regulatim to 
define what edges and points are both 
, eherp %!!d e ~ c e e ~ % k  (18 cm 25011.48 
and .M). After mhrating the risk 
&ted by these points and edges, the 
C o d e s i o n  ramt then decide whether 
they p a m t  an ~ M e . r i @  of . 

- 

injury to children under 8. If so. the 
Commission mast complete a second 
stage, an informal notice and c o m t  
rulemaicing pmcehe ,  before - 
detennming that the toys am b a d  
under the FHSA. 

m e  Commission decided to regulate 
sharp points and sharp edges an toys 
intended for children under 8 gears of 
age using this two-stage procedure 
because the sharp point and sharp edge 
test devices classified as sharp some 
points and edges that might not under 
dl circumstances present an 
unreasonable risk of iniury to children 
under 6 Because of the extremely broad 
scope of products covered, the 
Commission wanted to evaluate the 
edges and points classified as sharp on 
an individual basis before deciding that 
the toys containing them should be 
banned. In addition, the nature of the ' - 
risks of injury involved-less than life- 
threatening lacerations, avulsiom, and 
puncturesdid not require that the more 
expeditious one-stage approach be used. 

Before deciding on a statutory 
approach far d l  parts, the 
Cammission considered many of the 
same factors it had considered before 
deciCly in favor of a two-stage 
approach for Bharp points and sharp 
edges. Despite some articulate 
comments from the industry favoring the 
same apprqech for small parts, the 
Commission believes that it should be 
basically a one-stage banning 
regulation, with a modification to \ 

address this induetry concern. 
Specifically, the t d a y  opportunity for 
strbrmissiorm. discmeed above, does 
provide affected pereone and firms with 
an oppwtuity to preeent to the 
Commission Btaff any contentione tkat 
their noncomplying tuys are not 
intended for children & 3, before 
they or their toys are subjecied to any 
enforcement action. This effectively 
addresses industry's concern without 
h p o s i q  the M a y  that ie inhetent in a 
twostpge procedure. 

There are a number of l~asorm wby 
different p o c e h  are iastified for the 
small parts and Bherp pointsleherp 
edges regulations: 
1. The severity of the risk frorn mil 

parts is extreme, especially when 
-%ompared to the risk from sharp points 
%nd sharp edges. Some avuldm, 
leceratim, and prmctmres are ~erione, 
buttheCommissfonknowsufm 
indents  in whicb children injured by a 
sharp point or edge did nat recover. In 
contrast, a emaR part car! tntallyent off 
a child's air supply withfn a few 
moments, musing death or inever&Ie 
brain h a g e .  Fe &du&ry comment13 

, . .  
Y 

/- - 

' - 
. . - 

did not discuss the severity of the risk 
ee a fectm to aoasider. 

2.IfamaUp?texiets.Itpresentsa 
dkect danger to children. This contrasts 
with the sharp pin& and edgee 
-1atiane in which the location of the - 
pointaredgeontketayaeedetobe 
carefully evehasted before the 
Commission can be sure that an 
ameesonatde riek ie present The edded 
uncertainty of this factor-is an 
txlditional reasan for adopting the two- 
stage approach m hose regulations. 

S. The emall parts redation mere 
ody taye intended for chilcfren under 3. 
T h i s i s e d d e r m t h a n t b e O -  
8 yeare age range covered by the sharp - 
pin! and sharp edge regulations. As 
discnssed above, the Commission 
believes that tke regulation is - 
sufficzedy dear so that toysm this 
category ere readily identifiable. 
E an bdushy member needs advise 

on tke applicability of the regulation to a 
particalm toy, b e  Commission staff will 
be happy to provide it, either before or 
after the regulation becomes effective. 
(A particular example of this, one that 
concern bulk vendmg prodwh, is 
discussed under Economic 
W d e r a t i a n s  (eee item 1 under sectdon 
F, bekm).) In addition. the Cwrmiseion 
has a p o h q  on the granting of 
emergency exemptions from regulations 
(16 CFR 1009.9; 43 FR 1921S16, May 4, 
1978). In a qualifying situation, an 
.industry member could escape liability 
for marketing what the Commission 
aonsiders to be a noncomplying product. 

Many commenters discussed the issue 
& the effective date of the aman parts 
regulation. Manufacturers uniformly 
have expressed a preference that it 
cointide with the established marketing 
cycle of the toy industry, and should not 
impact the industry in mid-season, 
between June and October, when toys 
are being shipped. The manufacturers 
bave objected to the proposed &month 
effective date, and have recommended 
instead that the smaII parts regulation 
become effedtive durisg the first part oi 
calendar year 1980, or one year from the 
date of fmal publication in the Federq, 
Register, whichever is later. 

Non-industry commenters on the 
efTective date, including local consumer 
pmtectian offices, have urged the 
Commission to make the final regulation 
effective immedfatety. They have 
pointed out that this would keep 
dangemw toys &the market d-jthe 
2879 Chistmas season. 
The Commission believes that some 

lead time is necessary, even though 
kddence enggeate that many toys . 
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already meet the mall  parte regulation. 
If six months of lead time were 
provided, as the Commission proposed, 
the regulation would become final just 
before Christmas this year. Some of the 
many toys eold for Christmas might be 
covered, but the vast majority of such 
toys would have already been 
introduced into interstate commerce and 
would not be coyered. 

The potential added safety stemming 
from a pre-Christmas effective date 
must be balanced against the disruption 
to the marketplace which it could cause. 
In addition to the impact on the - 
industry, consumere would not know 
which toys on the shelves were covered 
by the regulation and which were not. In 
fact, if the regulation became effective 
just before or during the Christmas 
buying season, toy purchasere might - 
relax their vigilance against small parts 
hazards. They would likely assume. 
wrongly, that all the toys on the shelves 
were covered by the newly-effective 
small parts regulation. - After balancing all of the relevant 
considerations, the Commission has 
decided to make the small parts 

- regulation effective on January 1,1980 
so that toys introduced into interstate 
commerce after that date will be 
covere:. 

F,-Economic Considemtions 

. ~sid<from kmunents on the effective 
date, the major comment on economic 
considerations came from the National 
Bulk Vendora Association. As . 
representatives of the distributors; 
manufacturere, and operators of bulk 

. vending equipment and products, NBVA 
has claimed that the @all parts '. 

regulation could destroy their industry ' 
,:by banning up-to 33 percent of the : 

products currently sold; by forcing maiy 
of their members out of business; by 

- causing loss of jobs among the 10,W to 
15,000 employees in the bdustry; and by 

. . making millions of dollare of equipment 
obsolete. NBVA has commented that ' 

- t'[t]he&astic economic impact of the . . 

:- :regulation ' ' ' uutwelghs any,possible 
. 'benefit which might accrue from 

. : . . . .  benning small toy iteins." . . 
It ie of course possible that -the small ; 

. partiregulation will have some future 
adveree economic ,impact on a segment 
.of the bulk vending industry. This was.,; 

, discussed in the May 1978 staff . ., .- , . : 
econo~c'kport referenckd 'in the : 
October 1978 proposal (see section Ill, : 

: - :- " 6, above).'However, NBVA's assertions 
. . e e m  clearly to bebased on "woret ' ; '. 

- ctise" economic projections and .' . -' 
speculation. NBVA has not provided the 

.-> - . .Commission with specific data - ahowing - 

. . . . .  . . -  . 
' . . -.. 

. . . . 
. . . .  

. . . . . .  . . .  -. . . - 
. . .  - - . .,.. .. -. 

. . 
the likelihbod that seGere econoniic . , 
consequences will result. _ 1 

As examples, the following points 
undercut NBVA's points on economic 
impact: 

1. The Commission staff has obtained 
(in most cases from NBVA) and 
evaluated a large number of products 
which are dispensed by random 
selection bulk vending machines and 
which it believes are representative of 
the products dispensed by the machines. 
As discussed above, the Commission 
believes that none of these products is 
"intended for use by children under 3," 
according to the criteria which define 
the scope of the small parte regulation 
(4 1501.2). 

2. NBVA has claimed that adveree 
safety-related publicity might hurt the 
eales of vending machine toyewhich are 
not banned. However, this would be no 
niore true for vendhg machine toys for 
children over 3 than for any other toys. 
- 3. Bulk vended toys and novelties for 

all ages represent only 33 percent of the 
industry's total revenue from bulk 
vending operations, although for some 
individual f i p s  the percentage is much 
higher [ w s  provided by NBVA). 
Based on the anticipated banning of 
eome portion of these items, NBVA has 

. claimed that the entire induefry could be 
destroyed. This claim remains 
unsupported by the submission by 
NBVA of any data or convincing .- 

-. arguments. Therefore, it is just as 
possible that the bulk vend& producte 
unaffected by the Commission's 
reg$ation--gum balls, other food, 
complying items, and items for children 
over &would pick up the slack caused 
by any items banned in the future. It 
may even be that the shift to products 
not banned would stimulatemachine 
nianufacturhq-and employment~~as .- 

- obeoleti, machines are retrofitted or - -  .- - . . . . .  -&placed; :. ' - -- . - . , 

e. The manufactwe of toye and' - 
-novelties sold in bulk vending machines 
.apparently occurs largely in foreign 
countries. Even if employment in these 
.industries were temporarily affected, * 

non-U.S. markets could probab1y.b --: 

. ... . . . .  . .  ,developed. _ - .-.-, -. ;>.I . . . . .  
( .  . _.? ... G. MisceIIaneous . . . .  . . . . ...  -. - . .  

- .I; A number of &mmenters exprkased 
:dieagreement with the en* d . . p g r b  
regulatiori,.because!t repre'sente :.'. . ...... 

' .govenunent interference in an area .. -..- 
-where'.p.mts have the responsibility to' 
protect their children. Especially 

'. .because deaths are occurring, the .'= ,. + . 
Commission .believes that parental " i: ,: 

-rdiscretion do& is not sufficient to, 
.pevide.childreq under 3 with the :-. :;;' : proteition they negd and deserve. , .i.-.. 

. . .: . . . .  k-. . -  . . .  . . . . .  . .  . . . . .  . . 
1 . - ,  -.  . . .  . - -. . . - . . ; .  

-, > .,-.> . - . - . _ ,  . . 

2 A commenter has asked what 
percentage of defective products will be 
considered acceptable by the 
Commission. This raises the issue of 
whether a sampling pJan is necessary. 
The Commission acknowledges that it is 
impossible to be 100 percent certain that 
every product will comply wtth the 
regulation. A test of every toy, 
,especially with the use and abuse 
procedures, is impossible. 

Nevertheless, the Commission not 
w e  a specific sampling plan. If 
Commission testing indicates a 
violation, the-commission will perform 
additional testing and will examine a 
manufacturer's testing records. Before 
taking any enforcement action, the 
Commiseion will decide whether there is 

- ,a violation which could affect significant 
numbere of the product. In addition, the 
Commission expects manufacturers to 
design their toys to exceed the minimum 
performance levels required by the, 
regulation. Such design would likely 
eliminate the need for any sampling plan 
that sanctions the manufacture and 
distribution of noncomplying toys. 
3. NBVA has proposed that the 

:Commission address the small parts risk 
' -by requiring cautionary labeling on bulk 

vending machines instead of by banning 
noncomplying bulk vended toys 
intended for children under 3. Bulk 
vending machine labeling is generally 
equivalent to package labeling for other 
toys and signs in stores where other 
toys are sold. The Commission believes 
that none of these alternatives would 
pmvide the same degree of protection as 
a ban of noncomplying toys. In addition, 
while the Commission encourages 
voluntary cautionary labeling, it would 
demand unrealistic staff resources to 
enforce any such mandatory 

* requirements. 

. . In 0ctob6r'1971, the FDA proposed for 
..public comment a regulation which 

. addressed the aspiration, ingestion, and 
pther risks of injury presented by certain 

::dolls, stuffed animals, and similar toys 
-::I36 FR 19980, October 14,1971). Based in 

- .. 
;part on its publication of the'small parts 7- 

regulation below,the Commission 
Withdrawsthat FDA proposal. ' , . . . 

-...:The Goministiion finds that certain . . . 
- . toys and other @,cly,htended for use ' by childrin undh 9 ye& of age -present 

&.-&asonable risk of injury to - ' 

.children -in,this pge p u p ,  Befog .making 
this h.ding, the Commission balanced 
.the'releva$ economic-epidemiological, . . .  
;and other considerations aseocia@d ;. 
with the small parta '@ation issued .-. * 

, ,-below. ' . - . 
. 

- . 
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The regulation, applicable to the very 
broad category of "toys and other 
articles intended for use by children 
under 3," covers many products. 
However, the only aspect of the toy 
which is regulated is the size (this 
should not be confused with the 
discussion of the scope of the regulation, 
section IV, A(2) above, where it is 
explained that size and other factors led 
to the Commission's determination that 
only-certain products would be 
regulated). In addition, the size is 
regulated by a performance requirement 
so that toy design is affected as  ljttle as  
possible. 

Also balanced against the broad 
scope of the small parts regulation is the 
severe risk that it addresses. Children 
under 3 die every year from small parts. 
This occurs, in part, because they 
indiscriminately put thmgs in their 
mouths and lack the protective reactions 
and knowledge of older children and 
adults. Children over 3 and even adults 
choke to death on small parts, but the 
regulation below does not address the 
risk-to them. Similarly, the regulation 
recognizes that children under 3 cannot 
be protected h m  every small part and* 
the regulation does not include every 
product with which they may come into 
contact. 

The Commission has exempted from 
the regulation certain products which do 
serve a functional, educational, or oth\er 
positive need. There is widespread 

, -compliance with the regulation among 
toys currently on the market which are 
not exempted. Therefore. most toys for 
children under 3 will not have to be 
redesigned or modified in any way to 
comply with the size requirement. For 
those that do, it is reasonable to require 
that they be constructed large enough 
and sturdy enough so that they will not 
fracture, disassemble or otherwise 
expose children under 3 to hazardous , 
small parts. 

Available injury data show that 
chokings, aspirations, and ingestions are 
caused by the small size of certain toys 
intended for children under 3 that are on 
the market. The Commission expects the 
small parts regulation to address this 
risk. It is an unreasonable risk because 
the relatively small economic impact 
that would result from regulation of 
these products is far outweighed by the 
reduction of the risk that will also result 
from the regulation. 

Accordingly, pursuant to provisions of 
the Federal Hazardous Substances Act 

. 
and 10; 74 Stat. 372; 374.375 as  amended 
80 Stat.1304-05, 83 Stat.!187-89 (15 
U.S.C. 1261,1262,1269)). in -accordance 
with the provisions of 5 U.S.e; 553, and 

. - .  . 
under authority vested,in the 
Commission by the Consumer hoduct 
Safety Act (Pub. L 82-573, sec. 30(a), 86 
Stat. 1231 (15,U.S.C.'20?9(a)), the 
Commission amends title 16,chapter 11, 
subchapter .C by adding a new . . ' ' 
paragraph (aj(9) to 8 1500.18 and by 
adding a new part 1501, as  follows: ' 
. . .  

' \ . . ?  $ .  . . . 
PART 1500--HAZARDOUS . .:. 
SUBSTANCES AND ARTICLES;. : : . 

ADMINISTRATION AND . . 

ENFORCEMENT REGU'LATIONS . ' 

. . . . .  

g 1500.18 - Banned toye and other banned 
. . . .  ertlele8 Intended for use by children; ' 

. . 
(a) T&.S and children 's articles 

presenting mechan~cal hazards. .Under 
the authority of section 2(f)(l)(D) of the 
. act and phrsuant to.provisions of section 
3[e] of the act, the Commission has 
determined that the following types of , , 

toys or other artidles intended for use by 
children present a mechanical hazard 
-within the meaning of section-2(s] af the 
act because in normal use, or when ' 

.subjected to reasonably foreseeable 
damage or abuse, the design or 
manufacture presents an'unreasonable 
risk of personal injury or illness: 

: (91 Any toy or other article intended . 
for use by children under 3 years of age 
which presents a choking, aspiration, or 
ingestion hazard because of small parts 

... as  determined by Part 1501 of:this . . .  
chapter and which is introduced into . '  

intentate commerce after January. 1, 
1980. For purposes of thisregulation, - . 
introduction into interstate commerce is 
defined,as follows: A toy or children's 
article manufacture'd outside the-United 
States is introduced,into interstate : 

commerce. when it is first brought within 
a U.S. port of entry. A toy orchildren'e 
article manufactured in the United ' :. 

States is introduced into interstate . . :j- 
commerce (1) at the time of its first . . : - 

- interstate sale, or (2) at the time of its . 
first intrastate sale if oneor more of its 

l._.components and/or raw materials were 
received interstate. whichever, 
earlier. Part 1501 defines the tenn ''toy .. 
o r  other article intended for-use by -, :.;.., . . 
children under 3,': as. used in this . : + 
,regulatioq;-and Bxempts certain - - . 

. products hm'banning under this < 
regulation. ., -. 

.>.. : : < . - -  . . .  

. . .  PART 1501-METHOD FOR 
IDENTIFYING TOYS AND OTHER 
-ARTICLES INTENDED FOR USE BY 
CHILDREN UNDER 3 YEARS OF AGE 
WHICH PRESENT CHOKING, . . 

.ASPIRATION, OR INGESTION . . . 
HAZARDS,BECAUSE OF SMAU 
PARTS . " 

. . Sec. 
- 1501.1 . Purpose. ' :. . .  -- 
1501.2 Scope. 

; i5Ol.3 Exemptions. . . .  
r 1501.4 Size requirements 'and test 

- . prucedure. 
. 1501.5 Enforcement proced"re.! 

Authority--Sec. 2(f)(l)(D). (q)(l)(A). (5 ) .  

3(e)[1). and 10: 74 Stat. 372, 374.375 as  
amended 80 Stat. 1304-05.83 Stat. 187-88 (15 

. U.S.C. 1261,1262,1269). 
g 1601.1 Purpose. 

Section 1500.18(a)(g) of this chapter 
classifies a s  a banned hazardous 
substance any toy or,other article 
intended-for use by children under 3 
years of age that presents a choking. 
aspiration. or ingestion hazard because . 

of small parts. ,This Part 1501 describes 
certain articles that are subject to 
5 lsW.l8[a][g): lists certain a'rticles that 
are specifically exempted; and provides 
a test method for determining whether 
an  article is hazardous to children under . 

3 because it, or one ofits components 
that can be detached,or broken off . 

during normal or reasonable foreseeable 
'use. is too small. --.- 
4 1501.2 Scope. . . 

(a) This regulation (8 l500.i8(a)(9)'ind 
the criteria described in 8 1501.4 below) 

-applies to'all toys and other articles 
intended for use by children under 3 . . 
years (36 months) of age that are 
introduced into interstate commerce . . 
after the effective date. Such articles, 
include; but are not to limited to: : , .  

squeeze toys; teethers: crib exercisers; 
crib gyms; crib mobiles: .other toys or 

... articles intended to be affixed to a-crib. 
stroller, playpen, or baby carriage; pull 
and push toys: pounding toys; blocks . . 

and stacking sets; bathtub, wading pool 
and sand toys; rockmg, spring, and stick 
horses and other figures: chime.and . 

musical balls and carouiels; jacks-in: : 2 
'the-box; stuffed, plush, and flocked ... 

..animals and other figures; preschool :' 
toys, a m e s  and p,uzzles intended for3!. 

:use by clildren under 3: riding toys 
intended for use by children under 3; 

' 

infant and juvenile h i t u r e  articles 
. '  

which are intended for use bychil&en 
-under 3 suchras cribs, playpens, baby 
bouncers and walkers, 'strollers and 
carriages; dolls which are intended for 
m e  by children .under 3 such as:baby : 
dolls, rag dolls, and b a n  bag doUs:.toy 

. . .  , .  . . . . . .  . . . . .  . ;  . . 
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c'ai's, 'irucks, end other veh i~ les ' in t~ded  English dimensio~s.shall be-;sed!The . . . . .  
. .  , for use by children under %In addition, , - metric approliimations a? iacluded only . .  . 

such articles include any other. toys or . for convenience,) - -. . . . . .  . . .  

articles which are intended marketed or &)[I) Place-the article. without . . . . 

labeled to be entrusted to or.used by compressing it, into the cylinder. If the, , . . . . . . 

. . . .  children under 3 yeart-of 'qe.  ;, . . - ' - article fits entirely within the.cylinder. . . 
(b) In determining which toye and ' , iq any orientation, it fails to comply with ' . . .  - . .  

other articles are intended for use by . . the test procedure. [Teat any detached. . _  . .  : . . 
. . .  children under 3 years (38 months) of componenteof gee-article the same . . 

age, for purposes of this regulation,-the way.] . . 
following factors are relevent: the (2) If the,ariicle does k t  fitentirt?ly - .. . ., . , . . . , . . . .. 
manufacturer's stated intent (such as  on : yithin the'cylinder, subject it t o  the . - . . .# . . . - 

. . .  a label) if i t is  a reasonable one; the appropriate "use and abuse" testa of it3 . . .  . . , . 

advertising, promotion, and marketing of CFR 1500.51 and 1500.52 (excluding the ..:. . . 
, - ,  . - the article; and whether the article is -bite tests of 99 1500.51(c) and - . . . . - .  

commonly recognizedas being intended 1500.52(~)). Any components or pieces ' . 
for children under 3. . - , -(excluding paper, fabric, yarn, fuu : , . \. . . . .  - . .  (c) This regulation does not apply to ' elastic, b d  stringlivhich have b e h m e  , 

... . .  . .. . . . .  toys or articles whichare solely detached from the article a s  a result of ' - . . ' ' . . 
. .- . . . . .  . .  intended for use by childken 3 yeais of the use..and abuse testing shallbe. . , .  

ageor older. In addition, it does not placed into the cylinder. one a t  a time. If . .: -.. ' . - . . 
. . . .  apply to all articles to which children .any suchcomponents oc.piecea Rt . . . .  . . . . . . . . .  . under 3 yeart ofage might have access entirely within the cylinder, in.any . . . . 

: simply because of p r e s e n ~  in a . . orientation and without being - - . . . .  
household. Certejn articles which are compressed thearticle fads to,mmply .. , . . , : 

- : / . - 
. . . .  ... specifically exempted from this ... *th the test procedure. . . - . . . . . .  . . .  regulation he listed in 9.1501.3 below. , 

. , . . g lsoli ~nforCement &uri .... . . . .  - 
g 1501.3 Exehptlona . . .  - : The Copnission will enfoke this . . 5 . .  - .  

. . .  . -  
. ,  - The foil- articlee a&.exempt regulation, unless it determines that an .  - - . 

1 . .  
. . . .  

from this regulation ($S.l500A8(a)(Q] . - !.qergency situation exists, only in - .. 
. . " '.accordance with Cbapet 2C-Lettehl.of .- .. . . .  . . . . and 1501.4-below]: - . . . .  : . . . . . 

! . 0" Advice/Notices"of Noncompliance of , '' :..- . . . .  . . . .  . . . . . .  '(a] Balloons; 
(b) ~~~k~ and other *he of ,- the CPSC Erifoicernent Policy and . . 

h c e d u r a l  Guides, issued May 1979 , . 
. . . . . .  Paper; 

. . . .  Writing materials rnch as Gray-, -and available horn the CPSC'B 0ffice.of 
- 

. . . . 
. . . .  . the Secretary, 1111 18th Street, NW., - -. chalk, pencils, and pens; . 

id) Children's clothing and . . ' . Washington, D.C. 20207. Under the - 
, .  

. . 
. . 

accessories, such a s  shoe lace holdere ~ 'ocedure  described in this Chapter, 
and buttons; . . . .  . firms must be informed by letter that , . - : . .  . . .  . . 

~ ~ ~ ~ ~ ~ ~ , . f ~ ~ & , : a n ~  hyeiene.: . .they or their products may be the . 1 . , . .. .. . . . .. 

products, as.&aper pim and dps, -.subject of enforcement action and must' . , . . .  - _ , ]  . . . .  . 
barrettes, toothbrushes. u. : . - be provided ten days within which to . . . . . . . .  , .  . . 

dishee and eating utensk : - -  : ." submit evidence and a w e n t s  that the . - , . .- . . . . . .  
. . 

(f) Phonograph records; .,. .: : . .  products are not violative orare not -, I . . . . . . . . . . .  . .  . . 
covered by the regulation, prior to,the , . . . . . . . . . . . . . . .  . . . .  . .  LBI Modelu-43 d a y  .nd 

- - - : initiation of enfomment adm 5y he . . . .  . . .  . . . .  products; . -. . \ . .  : .  I y - ;  - .  , , . . &  . .. , . .  .&mmisai!ion& by its delegated.ataff . .  . . . . .  . . .  . . - . . . . . .  , . 
.... 44 bl~inserpain.. w a k b l m .  a d  * ~ - c t i o n  ,,f @Ppmvins . . . . . . .  . . .  . . . . . .  . . . I .  

other paint sets; . . _ .  . . :  - . . .  , .  . ,  ;: . 
enforcement ectionsie currently. : : -~ .  ' .  - 

li) (as defined a t  18 . :: ' delegated by he Commission to he . . . . . .  . . 

1510.2); and . . . . 
: ' AssociateExecutive Director for - - .  -1 . .  , < . . ..... -(il Pacifiers (as *ed at 18 '- . compliance and Edorcement (oopies df . 1 . . . . .  . . .  . . . .  

. . .  . - . . .  . . 1511.2(a)). ., ' 
. .  . . .  . . .  - .  . . . .  --the existing delegation-do-enta m e  '; : I...= .. . .  ' .  . . 

. . .  .ij 1501.4 r e q a m  & mt ,. ' .elso available.from the CPSC's Offie bf , ' .. : . . , :  . , .. .:. .. . . . .  . . .  :procedure. ' " ' . t heSemtary ) .  : : . .  / .  ' . - .: . . . . . . .  - - ;. ,. . . ,  . . 
. . . . .  . . . < 

. , . . . . . .  . . . . . . . . . . . .  . . .  e .  

':la) No toy or :other childred'e artic'ie " Effective &te: Jahaig 1.1880. .- ' :- .. - . ... ,. . _ . :  ,. . _ .  
. . . . . . .  . . .  subject to 9 !500,18(a)(9) a d  to this Part Dated:.Jme 1?, W79. . : ---  - ' >  .: . . - : .:' -.: '.: . : ' -  

.<* 

. - .  ,..:> 3, .  , .  . . .  . . .  - .. ..... 1501 aha]] be enough to fit entirely, &&re E m  -. 5 . e .  .. . . . . . . . . . . . . . .  1 . -  ... ,: ;.-:. .,: . _  ._ . . . . . :  - 
- . .  . . . . . . . . . .  :.-. -*., " r - .  ,..,, :. ... ..... . . .  . . . . . . .  . . . . . 

:- 

.. ... ... . ............ within a cylinder with the dimensions Secmtury, ~ a ~ s u m e i h j $ f e ~ .  .I :. ,-: .f: .:: :., r .  .:; :; .-: ; . . . . . . .  ... . . .  . . . .  . shown in Figure 1, .wben.te&d in . .:-<.; Co-j&~im. ......... : ... :. : *:, :;: . :.:; . ...... - --:- . - . . . . .  : . . .  . . .  . . . . .  . . . . . . . . . . . . . .  ......- i .  I . .  .. 
. . .  ..a ........ . ' . . . . . . . . " . . . . .  accordance with the procedure in - -I&. --  :'- -!.- . . - . , . . . .  r1 . i 

. . . . .  - . .  " 'C.. + . . . :  .....= .. '; ...- 1 : : .  , . - -  . . . .  . .  paragraph (b) of this section.,In testing . , : - , . . , .  . . . . . . . .  :.. ., :.-- .... : . ; . !  . . .... . . .  . .  . . . . . . . . . . . . . "  to ensure compliance Hiith this . . . . ;'. :. - . . .  . . = . , .  ,:..,. :-,.,.~ . *.- -. ,- . , -: ; ?:., -.;L.:.~. . . . . .  ;..: L . y . s  . .  .,.: . . .  . . . . . . . .  
. . .  - .  . . . . . . . .  . regulation, the dimensions of the. . :  ->;. :i. . ' . I .  ..::>-. .... I..:; .;. ,..: ; .  .., ?:,,-.: . . . . . . . . .  :_;,-..: . c:..+,. . . . . . . . . . . . . . . . . . . . .  " . . .  . . .  -.- 4 5 . .  . .  

. . #  I.. .., r .  
. . .  . Cominission's test cylinder will be no . !. : .. . . .. ;! ::,< ::.::. ;.:;,..: \a, !: !i;, ,.?., z:..f..:!. :,? L! . _-.: :- , . ;.,: . . .  2 +. .... .,..,. . 

. . ... . . . .  . . . . . _ +  -. : ~ . L , .- .,'? 
. . . .  ,..>. . - greater than t h o ~ e  shown in Figure 1. fi , 

- .  - '  '.' - . . 
. .- -. . . -  - .;. - . .  . .  - .  . < '  

, . .  
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U.S. CONSUMER PRODUCT SAFETY COMMISSION 

WASHINGTON. D. C. 20207 

OPINION OF 
COWISSIONER EDTTH BARKSDALE SLOAM 

I N  THE MATTER OF 
PROPOSED FINAL REGULATIONS ON SMALL PARTS AND TOYS 

On May 24, 1979, the  Consumer Product Safe ty  Commission met t o  
consider  a "F ina l  Small F a r i s  Regulat ion." A t  t h e  time, I s a i d  t h a t  
i n  good conscience I could  n o t  support  the  r e g u l a t i o n  and s a i d  I would 
have a w r i t t e n  o p i n i o n  . fo r  t he  Commissioners and the  record.  That 
o p i n i o n  f o l l  ows: 

The proposal l a i d  be fo re  the  Commission does n o t  do anyth ing  
o f  s i g n i f i c a n c e  t o  mater id;ly reduce the  unreasonable r i s k  o f  i n j u r y  
t o  the  age grGup t o  which 't i s  addressed. The Commission's impr imatur  
'on such a document would l ead  a l a r g e  p a r t  o f  t he  p u b l i c  t o  b e l i e v e  t h a r  
the  s a f e t y  q u o t i e n t  i n  toys  w i l l  increase, when i n  f a c t ,  t h e r e  i s  no 
reason t o  b e l i e v e  such w i l l  be t h e  case. 

Indeed, the  Toy Manufacturers o f  America (TMA) has developed and 
p u t .  i n  p lace a standard t h a t  d i f f e r s  l i t t l e ,  i f  a t  a l l ,  f rom t h e  c u r r e n t  
pro'posal . A t  a Cormission b r i e f i n g  on May 16, 1979, t h e  l eader  o f  the  
team which developed the  proposed regu la t i on ,  i n  response t o  a quest ion, 
s a i d  t h e  bas ic  d i f f e r e n c e  between the  proposal and the  vo lun ta ry  standard 
a l ready i n  e f f e c t  was t h a t  t h e  Commission's approval would make i t  
mandatory. 

A t  e a r l i e r  b r i e f i n g s ,  I was assured t h a t  t h e  t e n  percent  o f  d o l l a r  
sa les  n o t  accounted f o r  by  members o f  t he  TNA most ly  went t o  t h e  makers 
o f  customized o r  more expensive t o y  items. 

Thus, w i t h  the  vo lun ta ry  standard having been i n  p lace f o r  t h ree  
years  and w i t h  the  h igh  r a t e  o f  compliance claimed by the  i ndus t ry ,  I 
do n o t  be l<eve  t h a t  i n j u r y  data w i l l  be a f f e c t e d  by mandating the  same 
standard. I*loreover, i t  appears t h a t  a 30(d) de terminat ion  cou ld  have 
been made i n  t h e  pas t  which would have y i e l d e d  the  9 (c )  f i nd ings  necessary 
t o  p e r r ~ ~ i l  t!-G Comr,iission t o  adapt TMA's standard under i t s  amended 
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Sect ion 7 p rov i s ions .  I n  my opin ion,  t h i s  proceeding on the  p a r t  o f  the  
Commission woul d have been more f o r t h r i g h t  and l e s s  misleading. 

I have concluded t h a t  t h e  Commission might  b e t t e r  consider  whether 
approval o f  t he  proposed r e g u l a t i o n  i s  premature. Rather than vote i n  
f a v o r  o f  mandating what i s  a l ready  i n  p lace  and which w i l l  determine the  
. i n j u r y  p r o f i l e  f o r  c h i l d r e n  up t o  36 months, I would urge t h a t  the sho r t -  
fa1 1 s o f  t h e  c u r r e n t  proposal be reexamined. 

The scope o f  t h e  proposal i s  one which needs restudy.  The o r i g i n  
o f  t he  th ree-year -o ld  cu to f f  i s  n o t  c l e a r ,  b u t  i t s  adopt ion by the team 
seems a r b i t r a r y  and i s  d i f f i c u l t  t o  accept. I can apprec ia te  t h a t  
q u a l i t a t i v e  judgements must be made as t o  what c o n s t i t u t e s  "unreasonable 
r i s k . "  However, I am n o t  persuaded by two o f  t h e  arguments advanced t o  
l i m i t  t he  scope o f  t he  r e g u l a t i o n  t o  c h i l d r e n  up t o  t h e  age o f  three.  

I n  the  f i r s t  instance,  i n j u r y  data as conta ined i n  the HIA Hazard 
Ana lys is  Report, May 1978, shows t h a t  i n c l u s i o n  o f  c h i l d r e n  o f  up t o  
s i x t y  months i n  t h e  popu la t i on  a t  r i s k  would account f o r  76 percent o f  
t h e  t o t a l  i n j u r i e s  versus 46 percent  f o r  those aged th ree  and under. I n  
t h r o a t  1 odgements, 79 percent  o f  t h e  i n j u r i e s  would be addressed a t  the  
th ree-year -o ld  c u t o f f ,  b u t  i f  c h i l d r e n  up t o  twenty - four  months o l d e r  were 
inc luded,  t h e  f i g u r e  would r i s e  t o  95 percent .  However, the  r e g u l a t i o n  

- includes i nges t i on ,  a s p i r a t i o n  and ear  and nose lodgement. I n  the l a t t e r  
category, t h e  inc idence among t h r e e  and f o u r  year  o l d s  i s  s l  i g h t l y  h igher .  

Mouthing oT smal l  par ts '  o r  ob jec ts  f r e q u e n t l y  i s  the 'cause o f  
t r o u b l e .  I n  a paper on developmental behavior i n  smal l  ch i l d ren ,  found 
a t  Tab C of  t h e  b r i e f i n g  paper dated September 13, 1978, t he  author on 
page f i v e  w r i t e s :  

"From about two and a h a l f  t o  f i v e  years, c h i l d r e n  a r e  
c l a s s i f i e d  as  preschoolers. Development goes on i n  many 
d i r e c t i o n s  a t  once. There i s  a broad range o f  i n d i v i d u a l  and 
group di f ferences, so genera l i za t i ons  a r e  d i f f i c u l t  t o  make. 
As mentioned e a r l  i e r ,  l e a r n i n g  s t y1  es w i l l  vary; sore c h i l d r e n  
w i l l  mouth more than o thers .  The l e v e l  and complexi ty  o f  
behaviors w i l l  change, be mod i f i ed  and b u i l t  on. I t can be 
s a i d  t h a t  these a r e  the  years of v i v i d  imaginat ion,  t ransparent  
emotions, miscomprehensions , cont inued e x p l o r a t o r y  behavior, 
and t h e  beginnings o f  h igher  l e v e l  perceptual  and i n t e l l  ectual  
s k i 1  1 development. Preschoolers cont inue t o  t e s t  and r e t e s t  
behaviors,  and depend on the  r e 1  i a b l  i ty  o f  touching, t a s t i n g ,  
smel l  i ng ,  hear ing  and seeing. " 





I f i n d  i t  i n t e r e s t i n g  and pe rsuas i ve  t h a t  she i d e n t i f i e s  p r e -  
schoo le r s  as a  c l a s s .  Perhaps t he  s t a f f  ' shou ld  have g i ven  t h i s  k i n d  

I 
o f  d i s t i n c t i o n  more we igh t  i n  i t s  d e l i b e r a t i o n s  which r e s u l t e d  i n  t he  
inadequa te  scope o f  t h e  proposal  . 

Not  enough a t t e n t i o n  has been a t t ached  t o  t h e  e f f i c a c y  o f  l a b e l i n g .  
I an] n o t  unaware o f  t h e  d i f f i c u l t y  o f  c o n t r i v i n g  a  l a b e l i n g  systeln t h a t  
would  b o t h  se r ve  t h e  purchaser  and t h e  manufacturer .  Abuses o f  t h e  p a s t  
shou ld  n o t  be h e l d  as a  ba r  t o  a new and r e f i n e d  approach. I do n o t  
u n d e r e s t i m a t e ' t h e  burden c f  e n f o r c i n g  compl iance, b u t  s i g n i f i c a n t  
sanc t i ons  a g a i n s t  v i o l a t e r s  have been an e f f e c t i v e  t o o l  i n  t h 2  p a s t .  
A d d i t i o n a l  l y ,  c a r e f u l ,  c l e a r  l a b e l  i n g  r.~oul d  go f a r  t o i ~ a r d  b r i n g i n g  t h e  
r e g u l a t i o n  i n t o  agreement w i t h  t h e  i n t e n t  of Congress, s p e c i f i c a l l y ,  t h a t  
t h e  1 arv " a s s i s t  consumers i n  e v a l u a t i n g  t h e  cornparati  ve s a f e t y  o f  consurner 
p roduc t s .  " 

To sum up, I cannot  l e n d  my name t o  a  r e g u l a t i o n  which p u r p o r t s  t o  
o f f e r  remedies wh ich  i t  does n o t .  
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