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REPORT TO THE CONGRESS

BY THE COMPTROLLER GENERAL
so ? OF THE UNITED STATES

The Consumer Product Safety
Commission Needs To Issue
Safety Standards Faster

The Consumer Product Safety Commission
develops and issues safety standards to pro-
tect consumers from hazardous products.
However, as of June 30, 1977, and since it
began in May 1973, the Commission had
issued only three safety standards under the
Consumer Product Safety Act.

The Commission has not promptly issued
standards, because of inadequate information
about injuries from products, poor guidance
to the Commission's staff and those who de-
velop standards, and lack of a priority-setting
mechanism.
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This report shows that the Consumer Poduct Safe-- Com-

mission has not promptly issued safety standards to pLotect

consumers from hazardous products. The report discusses im-

provements the Commission should make to speed up the issu-

ance of standards for protecting consumers.

Our review was prompted by congressional interest in

Commission activities, specifically why the Commission has

not promptly issued safety standards under the Consumer

Product Safety Act. Our review was made pursuant to the

Budget and Accounting Act, 1921 (31 U.S.C. 53), and the

Accounting and Auditing Act of 1950 (31 U.S.C. 67).

Copies of this report are being sent to the Director,

Office of Management and Budget, and the Chairman, Consumer

Product Safety Commission,

Comptroller General
of the United States



COMPTROLLER GENERAL'S THE CONSUMER PRODUCT SAFETY
REPORT TO THE CONGRESS COMMISSION NEEDS TO ISSUE

SAFETY STANDARDS FASTER

DIGEST

The Consumer Product Safety Commission
issues standards to protect the public from
injury associated with consumer products.
The Consumer Product Safety Act contains
several provisions designed to guide the
development and issuance of standards.

How promptly is the Commission issuing stand-
ards to protect consumers from hazardous
products? Is the Commission issuing safety
standards within the time provided by the
law?

The Commission was not developing and issu-
ing safety standards within the proper time.
The thru: standards which had been issued
as of June 30, 1977, took an average of
834 days to develop and issue. This far
exceeded the guidelines provided by law.
(See p. 6.)

The law allows anyone to participate in
developing safety standards. One provi-
sion lets people outside the Commission
(offerors) prepare and submit proposed
standards to the Commission. The Com-
mission can pay some of the offeror's
costs.

GAO's findings indicated that the Commission

--has not been providing its staff and
offerocs adequate guidance during the
development of safety standards (see
F- 9),

--was not promptly evaluating safety
standards recommended by offerors (see
p. 10),

Ia aS. Uon removal, the report i HRD-78-3co do should be noted hereon.



-- was not keeping enough information on
product-related injuries to adequately
support development of its standards
(see p. 23), and

-- was slow in establishing priorities forits standard development workload (see
p. 31).

The Commission has made some changes toincrease the usefulness of its data on
injuries, but more needs to be done.
(See pp. 22 and 25.)

The Commission should make the necessary
changes to its injury information collectionsystem, so the data within the system corple-
ments its standard development activities.
This would help those who are developing
standards to be more responsive to the
hazards associated with the product. (See
p. 25.)

The Commission should also establish proce-
dures that (1) specify the duties and re-
sponsibilities of its staff which monitors
the development of safety standards (see
p. 13) and (21 identify criteria to be usedduring evaluation of standards recommended
by offerors. (See p. 13.)

These procedures should help offerors to
develop safety standards which are accept-
able to the Commission and should enable
the Commission to evaluate and issue the
standards in less time.

The Commission provided extensive comments forGAO's consideration. (See app. I.) The Commis-sion agreed with many. of GAO's recommendat.ons, andit has made many changes to improve its operations.The Commission said it will continue to evaluateregularly its regulatory development processto insure the maximum achievement of its mission.
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CHAPTER 1

INTRODUCTION

The Congress enacted the Consumer Product Safety Act,as amended (CPS Act) 15 U.S.C. 2051), to protect the publicagainst unreasonable risk of death, personal injury, or seri-ous or frequent illness associated with consumer products.The Consumer Product Safety Commission (CPSC) was given au-thority to develop and issue safety standards to protect thepublic from hazardous consumer products. However, as ofJune 30, 1977, and since it began operations in May 1973,the Commission had issued only three safety standards underthe CPS Act. 1,/

An estimated 20 million consumers are injured each yearin usinq consumer products, of which 110,000 are permanentlydisabled :and 30,000 are killed. More than an estimated10,000 different consumer products are on the market, andmore than 2.5 million manufacturers, importers, packagers,distributors, and retailers of these products are subject tothe Commission's jurisdiction.

NATIONAL COMMISSION ON PRODUCT SAFETY

In November 1967 the Congress established the NationalCommission on Product Safety (Public Law 90-146) to investi-gate the Federal, State, and local governments' role in pro-tecting consumers from hazardous products. The NationalCommission's June 1970 report formed the basis for theCongress to create the Consumer Product Safety Commission.

The Congress created the National Commission to "conducta comprehensive study and investigation of the scope and.dequacy of measures now employed to protect consumersagainst unreasonable risk of injuries which may be caused byhazardous household products." It was also directed torecommend any remedial legislation it deemed appropriate.The National Commission analyzed the three major consumersafety programs--automobile safety, flammable fabrics, andhazardous substances--and concluded that administration ofthese programs had been "marked by too much timidity andinordinate delay."

l/The Commissio:- lso administers four other laws: the Fed-eral Hazardous Substances Act, as amended (15 U.S.C. 1261):the Flammable Fabrics Act, as amended (15 U-S.C. 1191); thePoison Prevention Pckaging Act of 1970 (15 U.S.C. 1471);and the act of August 2, 1956 (Refrigerator Safety Act)(15 U.S.C. 1211).



The National Commission's report contained findings,conclusions, and recommendations to the President and the Con-gress, including a proposed law to protect the public fromunreasonable risk of injury associated with consumer products.
CONSUMER PRODUCT SAFETY ACT

Based on the National Commission's final report, the Con--gress realized that existing Federal, State, and local lawsand regulations were inadequate to protect consumers fromproduct hazards. Several bills to protect consumers fromhazardous products were introduced in the Congress after theNational Commission's June 1970 report. After several alter-native laws were considered, the CPS Act was passed in 1972.The act has four purposes:

1. Protecting the public from unreasonable risks ofinjury associated with consumer products.

2. Assisting consumers in evaluating the comparativesafety of consumer products.

3. Developing uniform safety standards for consumerproducts and minimizing conflicting State and localgovernment regulations.

4. Promoting research and investigation into the causesaiid prevention of product-related deaths, illnesses,anld injuries.

The CPS Act broadly defines consumer products as includ-ing products and their component parts which are sold toconsumers, although certain items, such as tobac-, products,are excluded because they are subject to other dgencies'jurisdictions or are specifically exempt from the act.

IDENTIFYING HAZARDOUS PRODUCTS

The Consumer Product Safety Commission collects data,identifies and analyzes hazards, develops methods for deal-ing with hazards, and stores injury data to assist it inidentifying products which pose unreasonable risks of injuryto consumers. The National Electronic Injury SurveillanceSystem (NEISS) is used to collect data on product-relatedinjury cases which are treated in hospital emergency rooms.NEISS is a bilevel system consisting of both surveillance
data and followup indepth injury investigations which arediscussed below.
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NEISS, which consists of 119 reporting hospitals,
represents a statistical sample of product-related injuries
that the Commission can project nationwide. These projec-
tions represent about 40 percent of all injuries which re-
quire medical treatment. Remaining injuries require treat-
m;nt in physicians' offices, at home, or elsewhere.

The Commission uses NEISS and other information sources
to determine the need for followup action, including develop-
ing safety standards or banning hazardous products, to address
problems which are identified with products under its juris-
diction. To supplement NEISS, the Commission investigates
selected injury cases indepth to determine the cause or causes
of the injury and the product involved. These investigations,which are generally conducted by investigators in the Com-
mission's 13 area (field) offices, provide the Commission de-
tailed information for evaluating product hazards by identify-
ing hazard patterns and uses of a product. Analyses of NEISS
data, indepth investigations, and other data assist the Com-
mission in determining if regulatory action is necessary toeliminate or reduce the risk of injury.

STANDARD DEVELOPMENT PROCEDURE

The Commission's Office of Standards Coordination andAppraisal was resoonsible for developing safety tandards and
rules. A Commission reorganization in May 1977 replaced thisoffice with the Office of Program Management, which (1) recom-
mends the development of standards, (2) considers the legal,
technological, economic, and social effects of proposed
standards, (3) coordinates standard development activities
with other bureaus; offices, agencies, and organizations,
and (4) reviews proposed and final standards.

The CPS Act provides that any interested person may
petition the Commission to initiate development of a safeitystandard or to ban a product. 1/ To be considered, a peti-
tion must justify the need for, and briefly describe what aproposed safety standard or ben should contain. The ommis-
sion has 120 days to grant or deny petitions. If a petitionis granted, the Commission initiates a proceeding to either

1/As used herein, a petition is a written document which
requests the Commission to issue, amend, or revoke (1) a
safety standard or (2) a declaration that a product is
banned (products can be banned from manufacture, importa-
tion, distribution, and sale if a safety standard will not
protect the public from the hazards associated with them.)
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develop a safety standard or ban the product as hazardous,
(The Commission can also initiate rulemaking proceedings
without a petition.) If the petition is denied or the Com-
mission fails to act within 120 days, the petitioner may
file suit in U.S. district court to compel the Commission
to initiate the action.

The CPS Act contains a procedure (referred to herein as
the "offeror process") that allows offerors (third parties,
parties outside the Commission) to submit existing stand-
ards 1/ or offer to develop new standards that the Commission
may issue as mandatory. This procedure was esigned to en-
courage interested persons, including consumers, to be respon-
sible for and/or participate in developing safety standards.

To initiate standard development, the Commission
(1) identifies the product and the nature of the risk of
injury associated with it, (2) states that a standard is
necessary to eliminate or reduce that risk, (3) considers
information on existing standards, and (4) includes an in-
vitation for any person to submit a proposed standard for
consideration. The Commission may contribute to te offeror's
costs of developing a standard if it determines a more satis-
factory standard might result. The law gives the Commission
330 days to issue a standard after it publishes a notice to
proceed. (See p. 6.)

If the Commission accepts an offeror's proposal to de-
velop a standard, the Commission cannot develop a proposed
standard applicable to the same risk on its own unless
(1) the sole offeror represented a manufacturer, distribu-
tor, or retailer of the product to be regulated by the
standard or (2) it determines that the offeror is not making
satisfactory progress. The CPS Act gives the Commission
210 days, beginning when it accepts the offer, to publish
(1) a notice terminating the proceeding or (2) a proposed
rule which either proposes a product safety standard or
declares the item a banned hazardous consumer product.

Before issuing a standard, the Commission must determine
(1) the degree and nature of the risk of injury the standard
is designed to eliminate or reduce, (2) the approximate number
of products involved, (3) the public's need for the product,
(4) the probable effect the standard will have on the utility,
cost, and availability of the product, and (5) the means of

1/A standard issued or adopted by any Federal agency or by
any other qualified agency, organization, or institution.
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achieving the objective of the safety standard while minimizingadverse effects on competition and other commercial practices.

SCOPE OF REVIEW

Our review was conducted at Commission headquarters in
Washington, D.C., and Bethesda, Maryland, to determinewhether the Commission was promptly issuing safety standards
under the Consumer Product Safety Act to protect the public
from the unreasonable risk of injury associated with consumer
products. Our review covered the six standards the Commissionhad issued or had under development at December 31, 1976,
which were updated to June 30, 1977. The Commission subse-quently started to develop a standard fr, miniature Christmas
tree lights in March 1977.

We reviewed the National Commission on Product Safety's
final report and related hearings and the legislative historyof the Consumer Product Safety Act as well as the Consumer
Product Safety Commission's draft report on the offeror
process. We also reviewed Commission policies and proce-
dures for developing and issuing safety standards under thatlaw as well as examining its collection and analysis of injurydata and development of standards. We interviewed Commission
officials and representatives of the offerors developing
recommended standards for the Commission.
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CHAPTER 2

NEED) FOR MORE TIMELY DEVELOPMENT

OF SAFETY STANDARDS

The Consumer Product Safety Commission has not been
promptly developing and issuing safety standards. During its
first 4 years of operation, the Commission issued standards
under the Consumer Product Safety Act for only three products--
swimming pool slides, architectural glass, and matchbooks.
As seen on the chart on page 7, the Commission neither issued
the three standards within the law's 330-day guidelines, nor
were three of the four other standards, under development at
June 30, 1977, meeting these guidelines. (See app. III.)

Both the Congress and the National Commission on Product
Safety were concerned about product safety because existing
legislation and Federal agencies either lacked authority to
address hazards associated with such products or took too much
time to develop safety standards for the public protection.
The CPS Act gave the Commission the means to develop safety
standards to protect consumers from hazardous products.

The CPS Act specifies the number of days in which the
Commission is to develop and issue safety standards--330
days after it issues a notice to proceed. This includes a
150-day development period which starts when the Commission
accepts an offer to develop a standard and ends when the of-
feror submits its recommended standard to the Commission. The
Commission can extend this time period for good cause. (See
app. II.)

The three standards the Commission has issued to date
averaged 834 days to develop and issue, far more than the 330
days the Congress specified in the Consumer Product Safety
Act. Also, up to December 30, 1976, the Commission was de-
veloping standards to protect consumers from the unreasonable
risk of ijuLy associated with three other products--
television receivers, aluminum wire, 1/ and power lawnmowers.
None of these standards had been issued as of June 30, 1977,
although they had been under development for an average of
845 days.

1/In March 1977 a U.S. district court ruled that the Commis-
sion did not have jurisdiction over aluminum wire. The
Commission ib appealing. Furthermore, in May 1977 the
Commission suspended its standard development activity.
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DAYS STANDARDS UNDER DEVELOPMENT
AS OF JUNE 30, 1977
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.':C, io,~~ · C~

[ I 
ISSUED UNDER DEVELOPMENT

a/Initial offer rejected, solicited offers a second time.

ka/Development activity topped on May 5, 1977.
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The Commission estimated that during calendar year 1976,about 8 million injuries treated in hospital emergency roomswere associated with consumer products. The three productsfor which the Commission has issued safety standards ac-counted for 75,500 of these injuries, less than 1 percentof emergency room treated injuriegs.

Of the thousands of onsumer products available to thepublic and under the jurisdiction of the five laws the Com-mission administers, the Commission had identified and was
working on about :!80 projects in January 1977. These proj-ects include such products as televisions, bicycles, tents,extension cords, public playground equipment, smoke detectors,Christmas tree lights, as well as administrative rules andpetitions. However, the Commission used no priority criteriain selecting these projects, and no procedure exists forspecifying how they will be completed.

From its inception in May 1973 through the end of fiscal
year 1977, the Congress will have provided the Commissionabout $157 million. Of this, $25 million related to identify-ing hazards and another $38 millio.. for determining how toaddress a specific hazard which means determining the regula-tory alternative to take and developing the necessary safetystandards. These costs represented about 40 percent of theCommission's total funding. The Commission's cost-accountingsystem does not account fcr costs identified with a specificproduct. Therefore, the Commission does not know and wasunable to tell us how much it has spent to work on a specificproduct hazard or develop a standard.

In each instance in which the Commission initiated astandard development proceeding, it determined at that timethat the hazards associated with the products may presentan unreasonable risk of injury. The Commission found thatthe hazards were such that existing voluntary standards wreinadequate to protect consumers and that mandatory safetystandards were needed to reduce or eliminate the unreason-able rizns of injury.

Many factors have contributed to the Commission's lackof timely development of safety standards. For instance,the need for btter data--both before and during the standarddevelopment process--has been a significant factor in whystandards have not been developed faster. (See ch. 3.)Other factors that contributed to the Commission's untimelystandard development relate to how the Commission monitorsthe development of standards by offerors (see p. 9) ane howit evaluates standards recommended by offerors (see p. 10).
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The Commission was also slow to establish workload priorities,
and this contributed to the Commission not working on the most
hazardous products. (See ch. 4.)

INADEQUATE COMMISSION GUIDANCE
DURING STANDARD DEVELOPMENT

Commission practice had been to allow offerors to develop
proposed safety standards without any influence by the Com-
mission. CPSC staff members were nonparticipating observers
in offerors' standard development activities. They maintained
a hands-off attitude and did not influence or otherwise inter-
fere with an offeror's work. Commission monitors advised the
Commission of offerors' progress and problems but in some in-
stances did not act to edirect or guide offerors if problems
were identified.

Commission agreements with offerors name a Commission
monitor to coordinate and maintain liaison between the offeror
and the Commission. Commission representatives inspect offeror
facilities and standard development activities to determine if
satisfactory progress is being made. Offerors also submit
monthly progress reports summarizing progress made, work under-
way, significant problems, and work remaining.

Commission regulations state that if an offeror is not
making satisfactory progress toward completing a safety
standard, the offeror is to be given an opportunity to de-
moastrate its willingness and ability to complete the standard,
or the Commission may terminate the agreement. Although the
agreement states the offeror's requirements and identifies
the Commission monitor, the Commission has not defined the
monitor's functions and has followed a policy of no' inter-
ferinn with the offeror.

The Commission's hands-off policy resulted in inadequate
guidance and direction to offerors. Offerors have requested
technical and procedural guidance and assistance from monitors,
and although the staff had considerable knowledge of the haz-
ards being addressed, it did not always share this information
with offerurs because of the Commission's policy.

For example, the offeror wo was developing the power
lawimower standard asked the monitor the amount of technical
rationale and support which would be needed to justify the
safety provisions included in the standard in order for the
standard to address the hazards t Commission had identified.
The monitor aid not give the offeror such guidance because of
the Commission's policy. The offeror's recommended standard



contained several safety provisions which the Commission said
were without adequate technical rationale. Approximately halfof the provisions were eliminated because they were toostringent or the Commission and the offeror were not able tojustify including them in the standard. Many of these provi-sions would not have been included in the recommended stand-
ard if the Commission had adequately monitored the offeror's
progress. Inclusion of these Frovisions contributed to adelay in issuing the standard ecause the Commission requiredmore time than it had initially planned due to an attempt todevelop the needed justification and to evaluate the offeror'srecommended standard.

Even though the law requires the Commission to determineif satisfactory progress is being made by the offeror who isdeveloping the safety standards, CPSC has not always exercisedits responsibility. For instance, no corrective action wastaken until after the offeror submitted its recommended powermower standard to the Commission. While it was evaluating
the recommended standard, the Commission requested that theofteror give a more detailed justification of certain provi-sions in the recommended standard. These issues were notresolved until after the standard was submitted to the Com-mission for evaluation. This contributed to th. delay inissuing the final standard.

OFFERORS' RECOMMENDED STANDARDS
HAVE NOT HAD TIMELY EVALUATIONS

The Commission evalJates offerors' recommended standardsto determine if a mandatory standard is needed, if the recom-
mended standard will reduce the unreasonable risk of injuryassociated with the product, and if the technical provisions
are technically sound and legally enforceable. Several prob-lems have contributed to the Commission taking considerably
more time to evaluate recommended standards than planned.

Because of problems identified with recommended safetystandards during this "evaluation" stage, the Commission has
had to obtain additional data and perform more studies ndanalyses and has required offerors to provide additional
documentation, before issuing final standards. This has con-tributed to delays in issuing safety standards, and in somecases, has resulted in eliminating provisions which offerorshave included in their recommended standards.
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For example, because the otferor had inadequate data
to demonstrate the hazards of swimming pool slides, it was
unable to determine whether the cause of injury was the slide,
its installation, and/or maintenance. Therefore, the offeror's
recommended standard contained some safety requirements that
were supported by technical judgments instead of injury or
laboratory data which demonstrated that the standard addressed
individual hazards. The Commission needed technical rationale
to support certain provisions of the standard. As a result,
CPSC staff had to perform an additional study while evaluat-
ing the recommended standard. Consequently, instead of tak-
ing 60 days to evaluate, the recommended swimming pool slide
standard evaluation took 108 days and delayed the final
standard.

In another example, during its evaluation of the match
book standard, the Commission said the offeror had not
provided adequate written justification of some individual
safety requirements, such as the proposed burn time rquire-
ent which would extinguish a match within 15 seconds fter
igniting. The Commission said the offeror had not shown
how effectively the "burn time/burn distance" requirement
would reduce match-related injuries to children. The offeror
provided additional technical rationale to the Commission.

However, providing this iformation took up 6 months
of the time the Commission needed to evaluate the recommended
standard.

Comnmission staff said that many of the delay; during the
evaluation of offerors' recommended standards were due to
the lack of clear Commission policies and procedures on how
to evaluate an offeror's recommended standard. The staff
believes that formal procedures would assist the Commission
in the more timely evaluation and issuance of safety standards.

CONCLUSION

The time for developing and evaluating recommended safety
standards has far exceeded the guidelines in the Consumer
Product Safety Act. The Consumer Product Safety Commission's
practice of not permitting its staff to actively participate
in offerors' development of safety standards has contributed
to the lack of tinely development of standards. We believe
that the Commission's staff should provide technical guid-
ance and assistance to offerors and that the Commission
should specify the scope of responsibility its staff is to
exercise during the development of safety standards by of-
ferors.
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Also, the Commission has failed to promptly complete
evaluations of safety standards which have been recommended
by offerors. CPSC attributes this to a need for more and
better injury data, although other factors have contributed
to the delays. The Commission needs to provide offerors the
data for developing safety standards and needs to establish
procedures that specify the criteria for evaluating recom-
mended standards. Such criteria will assist Commission
staff in reviewing and evaluating safety standards which
have been developed by offerors. Such procedures would also
assist offerors because they would know the Commission's
criteria for evaluating standards which they are developing.

COMMISSION COMMENTS AND OUR EVALUATION

In its comments on a draft of this report, the Consumer
Product Safety Commission said the time guidelines in the
Consumer Product Safety Act are unrealistically short and
that the time rames recuire case-by-case determinations,
depending on tne complexity of the standard. CPSC also said
that it has cnanged the offeror process in the current
standard development proceeding for miniature Christmas tree
lights. Although this proceeding started after completion
of our fieldwork, we recognize that the Commission has
handleJ this standard proceeding differently than those we
reviewed and that the Commission's monitor is more actively
participating in the offeror's development of this standard.

However, the Commission has not established a policy or
p ocedures which specify the duties and responsibilities its
monitors are to perform.

The Commission formed an agreement with the offeror which
was developing the miniature Christmas tree light standard.
This agreement provided that a Commission monitor would be
responsible for establishing and maintaining liaison with
the offeror during the development period. However, the
agreement does not specify the monitor's fnctions.

The Commission also said that at the start of a standard
development proceeding, it piovides the offeror with all
available information rarding the product and hazard in-
volved, including injury data, information on existing stand-
ards, and promising approaches to standard development. The
Commission pointed ut that a rigid step-by-step approach
to evaluating offeror-recommended standards is inappropriate.
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However, as discussed herein, Commission performance to
date has shown that CPSC evaluation of offeror-recommended
standards has not been timely, which has been partially at-
tributed to insufficient data being available to offerors.
We believe the Commission needs to give offerors additional
injury data and more insight into what criteria it uses
so that standards' evaluation times can be reduced.

RECOMMENDATIONS TO THE COMMISSION

We recommended that the Commission establish a policy and
procedures specifying the duties and responsibilities of the
Commission which monitors staff development of safety stand-
ards by offerors. Also, the Commission should promptly pro-
vide offerors necessary data for developing safety standards,
and it should establish procedures to specify criteria to be
used during evaluation of such standards.
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CHAPTER 3

THE COMMISSION NEEDS BETTER

DATA ON PRODUCT-RELATED INJURIES

The Commission has not been obtaining the data needed
to identify injuries caused by consumer products and to
evaluate the hazards associated with these products to deter-
mine the unreasonable risk of injury associated with them.
The Commission did not have adequate procedures or data sys-
tems to assist in determining the cause of product-related
injuries or to determine which hazardous products required
regulatory action.

The Consumer Product Safety Act directs the Commission
to (1) maintain an injury information clearinghouse and
(2) conduct continuing studies and investigations of deaths,
injuries, diseases, other health impairments, and economic
losses resulting from accidents involving consumer products.
The Commission's objective is to establish a detailed and
reliable information base to provide the scope, magnitude,
and causal patterns of product-related injuries to support
CPSC's standards' development activities as well as other
Commission functions. The Commission's Bureau of Epidemiology
has been responsible for collecting data on the frequency,
severity, and distribution of product-related injuries and
for determining the cause of these injuries. With the Com-
mission's reorganization, the newly created Directorate for
Hazard Identification and Analysis is responsible for these
functions.

This data base consists of NEISS surveillance data, in-
depth injury investigations, and supplemental information on
injuries not receiving hospital emergency room treatment.
The Commission uses these different data sources to assist
in identifying product hazard patterns and in analyzing
hazards to determine if regulatory action is necessary to
eliminate or reduce the risk of injury.

During fiscal year 1976 the cost of the ( )mmission's
data collection system was about $6 million. In that year
the system accumulated much data on product-related injuries
and deaths, for example, types of products involved, number
of product-related injuries, and statistics on victims' ages.
During fiscal year 1975, 119 sample hospital emergency rooms
reported about 412,000 injuries involving consumer products.
The Commission collected and reviewed approximately 45,000
death certificates and performed about 4,400 indepth

14



investigations of reported product-related incidents to
analyze further the nature of the injuries.

We found that the Commission's injury data collection
system was not adequately identifying product use and the
extent of product involvement in injuries. Also, the Com-
mission was not adequately evaluating injury data to deter-
mine how a product was involved in an injury.

Commission studies of its data collection and analysis
activities have identified problems and weaknesses in these
activities, and some changes have been made. However, addi-
tional improvements are needed to enable the Commission to
better identify those hazardous products requiring regula-
tory action.

INADEQUATE DESIGN AND IMPLEMENTATION
OF THE NATIONAL ELECTRONIC INJURY
SURVEILLANCE SYSTEM

The Commission's National Electronic Injury Surveillance
System provides a statistical basis for identifying hazardous
products and also provides data for further injury investiga-
tions by identifying the types of products involved in in-
juries, quantifying the frequency of injuries related to
specific products, and arranging the injury data by the age
of injury victims to reflect injuries to children. However,
this system does not identify (1) how a product was being
used or (2) the cause of the incident resulting in the
reported injury.

Althcugh the Commission uses this system for identifying
product involvement in an injury-related incident and what
caused the incident, NEISS had several weaknesses that limited
its effectiveness.

Limitations due to system design

NEISS reports on product-related injuries which are
treated in 119 hospital emergency rooms. Although emergency
room cases identify the more severe injuries requiring medical
treatment, they are not representative of all product-related
injuries. Most injuries are treated in physicians' offices,
at home, in other hospital units, or elsewhere and are not
reported.

For instance, product-related fatalities are generally
underrepresented in NEISS because they are not treated in
emergency rooms, unless the victim dies during emergency
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treatment. Burn injuries are underreported because many
persons suffering severe burns are taken to a burn center and

not necessarily to an emergency room. Also, product-related
illnesses and other health impairments are not reported, such

as loss of sight or hearing, because they may occur over a

long period and may not be tcreated in an emergency room.

Commission studies have identified problems with the

system's design and have recommended improvements. Although

the Commission has moved to obtain better data on all
product-related incidents, as of June 1977, these problems
still existed.

Shortcomings in selecting hospitals

NEISS gathers product-related injury dta from statis-

tically selected hospital emergency rooms which are located
throughout the country. Hospitals were selected based on

geographic location and number of cases treated in their
emergency rooms. From this data, statistically based esti-

mates of product-related injuries treated in emergency rooms

are made. However, the statistical credibility of the system

needs improvement, and several problems exist in the method

used for selecting hospitals and the design of the systei.

Hospitals included in the system were statistically
selected to represent a cross section of geographic areas

and emergency room use. However, the sampling plan used to

select these hospitals failed to recognize that not all hos-

pitals would be willing to participate in this system or that

some might subsequently drop out, thereby reducing the repre-

sentativeness of the data. Approximately 60 percent of par-
ticipating hospitals were selected fror the original sample

plan. The other 40 percent were rep]Lcements. Also, some

participating hospitals subsequentl dropped out, further

reducing the proportion of te original sample and also reduc-

ing the representativeness of the data collected.

A study of NEISS concluded that the Commission had in-

correctly estimated national product-related injuries and

cautioned the Commission that reaching decisions based on
erroneous data was certainly undesirable and should be
corrected.

The Commission staff recommended that the system be re-
designed to provide a reasonable rationale for selecting

alternative hospitals and for periodically updating sample
hospitals. Although the Commission plans to redesign the
sample to retain its statistical validity, as of June 1977,

the same shortcomings existed.

16



Problems in using the hazard index

The "age-adjusted-frequency-severity index" (referred
to herein as the hazard index) ranks consumer products 1/ by
considering the frequency and severity of injuries treated
in emergency rooms and the age of the person injured. The
index has several uses, including identifying products in-
volving serious injuries or deaths and injuries occurring
to children.

The major purpose of the hazard index is to rank the
data received to provide the Commission clues for identify-
ing potential problem areas that may need followup investiga-
tion. The index is not the sole criteria for determining
which projects the Commission will undertake. However, it
does provide a basis for identifying unreasonable risks of
injury associated with consumer products.

The hazard index consists of a severity weighted factor
and an age weighted factor. The severity factor quantifies
the severity of an accident with the frequency at which it
is reported and is used to surface those emergency room
cases involving serious injuries or death. A geometrically
determined weight is assigned to injuries to account for the
severity of an injury based on the injury diagnosis, body
part affected, and hospitalization (if any) required. The
severity factor is assigned to the injury based on informa-
tion available at the time it is treated in the hospital's
emergency room.

A Commission study found that assigning a severity fac-
tor at this time may not be accurate because adequate infor-mation is not always available to make the diagnosis. For
example, certain types of emergency room cases, such as
poisonings, are considered more severe and given a higher
severity ranking because they often result in hospitaliza-
tion, if only for observation. However, a cse requiring
further treatment related to an injury would be assigned a
lower severity ranking because it was treated and released
in an emergency room, and subsequent treatment (generally
not performed in an emergency room) would not be included
in the data reported to the Commission.

l/The hazard index ranks products by their product "category"--
a family of related products. Some products have their own
category; other products are combined into one category.
As used with the hazard index herein, the term "product"
includes product category.

17



The Commission's age factor weights children's product-
related injuries treated in emergency rooms by multiplying
them by 2.5 to give special consideration to potential prod-
uct hazards for this age group. For this purpose, the Com-
mission defines children as those 14 years old or younger.
The 2.5 factor is used because about 2-1/2 times as many
persons in the United States are over 14 years old as are
14 or younger. The factor is used to relatively compare
the total number of accidents involving persons 14 or younger
to total accidents to persons over 14.

Again, a Commission study noted that certain products
may not be accurately reflected in the hazard index because
the Commission's use of an age-weighted factor could lead to
crLoneous identifying and ranking of hazardous products. For
example, many injuries to children are superficial. As a pre-
caution, parents take their children to a hospital for treat-
ment. owever, adults generally would not seek treatment for
themselves for such injuries. Thus, more injuries are re-
ported for children, and products related to these types of
injuries have higher hazard index rankings.

FURTHER INDEPTH INVESTIGATION OF
PRODUCT-RELATED INJURIES NEEDED

Commission policy is to identify and evaluate causes of
product hazards. Indepth injury investigations, consisting
of comprehensive reviews of accident sequence and injury,
provide the specific details required to evaluate fully the
product's involvement. Commission Directive 9010.24, "In-
Depth Investigations," contains the procedures for conducting
investigations, including a requirement that they be completed
and reported to headquarters within 30 days. Investigations
consist of contact with the injured (if possible) and others
who were present at the accident location when the injury
occurred. Investigators are to identify and evaluate the
product, determine whether other agencies have information
about it, and prepare an accident investigation report.

The Commission performs indepth investigations on se-
lected injury cases to determine the cause of the injury and
how a product was involved. These investigations give the
Commission indepth information to better evaluate product
hazards by identifying injury patterns and design character-
istics related to product usage. They assist the Commission
in determining if regulatory action may be necessary to elimi-
nate or reduce the risk of injury associated with a product.
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The objective of indepth investigations is to supplement
the basic injury data and provide additional information to
evaluate product hazards, identify injury patterns, and

termine product usage. They are designed to identify
se factors that cause product-related accidents and are
tential because they help to identify the nature and ex-

tent of the hazard and provide insight into regulatory ac-
Lion needed. Also, these investigations can be effective in
verifying the accuracy of the basic surveillance data.

Indepth investigations are either centrally assigned by
headquarters or self-initiated in area offices. Headquarters-
assigned cases are generally computer selec ed from NEISS data
using a predetermined priority--such as excessive accidents
involving a product or current Commission project. Area
offices select cases when local interest in a product hazard
may exist or an unusual or unique incident is reported.

Investigations could be more useful and effective to the
Commission if problems related to (1) how injury cases are
,elected for indepth investigation, (2) the investigators'
ability to complete them, and (3) the adequacy and complete-
ness of the investigation conducted, could be improved.

Injury cases being investigated
may not be representative

Injury cases for indepth investigation were usually not
selected on a statistically valid basis because their selec-
tion was primarily influenced by resources available to per-
form investigations. Therefore, the Commission cannot make
statistical projections about accidents associated with spe-
cific products. Also, through fiscal year 1976, Commission
area offices substituted self-initiated cases for those as-
signed by headquarters (headquarters was attempting to as-
sign cases statistically) ad this further reduced the sta-
tistical validity of the investigations. For example, in
fiscal year 1975 about 63 percent of the 9,945 cases assigned
were related to the NEISS data base, whereas in fiscal year
1976 over 98 percent of the 9,914 cases assigned were from
the NEISS data base.

A Commission study concluded that since Commission regu-
latory actions depend on these investigations to identify the
cause of the reported injury and the product's involvement,
these cases should be selected randomly from the NEISS data
bas-. The Commission staff believes that randomly selecting
cases would be more representative. However, such selection
is generally not being done. With the exception of about
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15 special studies, consisting of less than 20 percent of
all completed indepth investigations, the Commission has not
been randomly selecting cases Or indepth investigation.

Assigned indepth investigations
not being comleted

During the 12-month period ended June 30, 1976, about
34 percent of assigned indepth investigations were prematurely
terminated--that is, they were not conducted or they were not
completed. The Commission estimates that 80 percent of as-
signed cases should be completed for the sample to be repre-
sentative and useful. Some investigations were not made on
injuries reported from several locations outside major popu-
lation centers or from selected locations inside central city
ghettos. For instance, some investigations were not conducted
in central city ghetto areas because investigators (1) would
not enter that area of the city (for example, because of fear
for their safety) or (2) could not locate the accident victims
because they gave fictitious names, phone numbers, and ad-
dresses when treated for injuries. Also, in some instances,
some investigations were not beirg made because travel funds
were not available.

At times investigators were performing abbreviated in-
vestigations (generally uver the telephone) in which insuffi-
cient data was obtained to make a complete and fair assess-
ment of the injury and to determine the cause of the injury
and the product's involvement in it. For instance, during
one period in fiscal year 1976, "abbreviated" investigations
were conducted on injury cases reported at 21 NEISS hospital
emergency rooms.

Another reason investigators were unable to complete
indepth investigations was that injured persons would not
give permission to be interviewed by investigators. The
Commission does not have authority to require injured per-
sons to be interviewed about their injuries. Some people
were unwilling to participate because they did not want to
get involved, felt that interviews were an invasion of their
privacy, or were embarrassed because the accident was their
own fault.

The Commission cannot require people to talk to inves-
tigators. However, it has attempted to increase investiga-
tors' awareness of the need to explain to accident victims
why they are making the investigation and whom they represent.
To help conduct indepth investigations in many of the central
city ghetto areas, the Commission planned to contract with
special groups to perform investigations in these areas.
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Injury investigations not adequate
for regulatory development

The Commission's available injury data and the method
by which the data is analyzed are inadequate for determining
the unreasonable risk of injury and the appropriate regula-
tory action. A Commission study concluded that the Commis-
sion needs to (1) determine how a product is being used and
who is using it when it is involved in an injury, (2) im-
prove the quality of its indepth investigations, (3) train
its investigators to perform better investigations, and
(4) improve the evaluation of its injury investigations.

The Commission's collection and analysis of product-
related injury data have been directed toward the mechanical
factors associated with such injuries. For instance, Com-
mission engineering evaluations identify and evaluate prob-
lems associated with product design and defect (mechanical
factors). However, it has directed little attention toward
determining how human factors--the way people use products--
are involved in product-related injuries. Also, the fre-
quency and severity of injuries are important statistics and
are used to identify product hazard patterns. However,
without adequate product exposure data (for example, number
of products sold, number of consumers using products, and
the life of the product) and data on how people actually use
products, it is difficult for the Commission to identify
adequately the unreasonable risk of injury.

A Commission study concluded that data on a user's ex-
posure to a product must supplement data on the frequency
and severity of injuries to identify meaningfully the un-
reasonable risks of injury.

Commission indepth investigations were inadequate par-
tially because Commission procedures for reviewing their ac-
curacy were also inadequate. Although the Commission evalu-
ated selected investigations, it does not have a continuous
program for monitoring indepth investigations and providing
feedback to investigators. About 15 to 20 percent of the
investigations were being evaluated, and a Commission offi-
cial believes that approximately 50 percent of the reports
should be evaluated to more effectively monitor investiga-
tions. Commission representatives attribute the lesser
number reviewed to limited Commission resources.

A Commission study concluded that indepth injury in-
vestigations were inadequate because (1) investigators
examine a variety of products and product-related injuries
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and are inefficient because they do not specialize in
particular products or injuries, and (2) Commission training
is inadequate for preparing investigators to make the re-
quired investigations. Although the Commission staff recom-
mended that the Commission upgrade its investigators by pro-
viding more training and establishing a career ladder for
them, this had not been done through June 1977.

Attempts to obtain supplemental
klnjury Information not successful

The Commission recognized that NEISS could not be its
sole injury data gathering system and has used several othersources for identifying and obtaining supplemental injurydata. This information is needed and could be used to betterestimate the scope and magnitude of product-related injuries
and to provide for further collaboration of data collected
through NEISS and indepth investigations. Hcwever, as of
June 1977, the Commission had not implemented the additionaldata systems needed to complement its existing data base.

The Commiss on has initiated several projects to obtainadditional injury information. One project was unsuccessful,
and some projects gave the Commission limited additional in-jury data. Others were being tested as of June 1977.

One such attempt to obtain additional information was aphysicians' office survey intended to obtain product-related
injury data on patients treated in doctors' offices. TheCommission believed that data obtained through such a survey
would complement its existing injury data base. The survey
was initiated by sending questionnaires to doctors inquiring
about the treatment of patients with product-related injuries.
However, only 7 of 43 doctors included in a pretest of the
questionnaire responded to the questionnaire--a response ratethe Commission considered unsatisfactory. A second attempt
to obtain this information was made several months later,
but its results were also unsatisfactory, and the Commission
terminated the survey.

In April 1974 the Commission attempted to obtain more
information on the scope and problems associated with fire-
related injuries. Over 33,000 households were surveyed andasked to report on fires which had occurred during a 12-month
period. In those households reporting a fire, additicnal
information was obtained on where injuries may ave been
treated, the part of the body injured, where and how the
incident occurred, and whether a product was involved in the
accident and/or injury.
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This survey provided the Commission information on the
persons ivr9lved, the ignition source, items ignited, loca-
tion, time, and the circumstances involved in approximaately
2,500 fires. However, information collected was inadequate
for the Cmmission to determine the cause of the fires.
Although the survey results dealt with a product's involve-
ment in c!ie fire, it was insufficient to determine whether a
person or product caused the fire.

Another ongoing Commission project is a review of death
certificates to obtain information on deaths caused by con-
sumer products. Agreements have been reached with most
States to allow the Commission to obtain death certificates.
As with much of the data the Commission has available, death
certificates provide information on deaths involving a con-
sumer product. The certificates do not help the Commission
determine if the product caused the death or how it was in-
volved in the incident.

With few exceptions the Commission is unable to perform
more indepth investigations on reported deaths because it
must maintain the confidentiality of the death certificates.
Therefore, even with this information on product-related
deaths, it is unable to determine if the product was the
cause of death, how the product was being used, and whether
other factors are necessary to make a meaningful hazard
analysis.

NEED FOR BETTER INFORMATION
ON THE CAUSE OF IJURIES

Recognizing that the Commission does not need a large
volume of injury data to justify a safety standard, it does
need sufficient evidence about the cause of injuries or po-
tential injuries to develop an appropriate safety standard.
This can be illustrated by the problems experienced by the
offeror as part of the development of the swimming pool
slide standard. In this case, the offeror had to perform
additional injury studies and analyses to determine the
cause of injuries associated with swimming pool slides.

When the Commission initiated the proceeding to develop
a standard for swimming pool slides, it estimated that ap-
proximately 42,000 injuries occurred annually which were
associated with swimming pools and required emergency room
treatment. However, it did not indicate how many injuries
were associated with slides. It had performed two indepth
injury investigations in which the injuries were associated
with slides and knew of approximately 14 other injury cases
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concerning the major hazard it identified--paraplegic and
quadriplegic injuries.

Because limited data was available on swimming pool
slide injuries, the offeror was unable to determine whether
the user, the slide, the installation, and/or the maintenance
of the slide caused the injuries. Also, the offeror's project
manager said the Commission did not provide any iif rmation
concerning the human behavior aspects associated wi h swimming
pool slides nor could it correlate the information oncerning
swimming pools to the problems inferred with slides. There-
fore, the offeror performed additional studies to identify
the hazards and the causes of the injuries associated with
swimming pool slides before it could develop a recommended
standard.

The Commission's efforts to develop a safety standard
for architectural glazing materials is another case in which
adequate injury data was not available. In June 1973 the
Commission was petitioned to issue a standard concerning
injuries associated with glass doors, storm doors, and
shower bath panels. The petition followed National Com-
mission on Product Safety findings that various glass doors,
storm doors, and shower bath panels presented an unreason-
able hazard to the iealth and safety of consumers. The
National Commission attributed the major problem to common
annealed glass (for example, regular polished plate glass)
in these products.

The Commission granted the petition in November 1973
and in May 1974 published a nocice for developing a standard
for architectural glazing materials, including glass windows.
It included windows because of the many injuries associated
with them. The offeror told the Commission that the risk of
injury associated with windows was not demonstrated by the
injury data available, and that addressing windows would take
an additional 5 months because the injury data associated
with window hazards was incomplete.

In October 1974 the Commission extended the offeror's
standard development period for 3 months. One reason for
this extension was to allow the offeror to determine the
cause of injury to develop energy levels and test procedures
for windows. The offeror did not develop a safety require-
ment for windows, and the Commission (which decided to further
study the need for a standard for windows) did not include
windows in the safety standard issued January 6, 1977.
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The offeror said that a reasonable mandatory safety
standard could have been issued to protect consumers from
the hazards attributed to glass doors, storm doors, and
shower bath panels 3 years earlier if the Commission had
limited its standard development activities to the issues
identified in the petition.

CONCLUSIONS

The Commission's product injury data base, ncludingits surveillance and indepth investigation activities, does
not adequately support its hazard identification and hazard
analysis needs. The Commission needs injury information
that it can use to determine the causes of a product-related
injury, the product's involvement in the incident, and the
user's (people) involvement in the incident.

The Commission's NEISS, indepth injury investigations,
and supplementary injury information have not adequ -ely
provided this type of information. An improved injury in-
formation data base is important to the Commission to assist
in identifying and analyzing hazards to allow the Commission
to develop necessary safety standards to eliminate or reducethe unreasonable risk of injury associated with consumer
products.

RECOMMENDATIONS TO THE COMMISSION

We recommend that the Commission improve its injury
information data collection activities by:

--Determining that the emergency room hospitals, in-
cluded in the injury surveillance system, are repre-
sentative of hospitals with emergency rooms.

-- Adjusting the hazard index factors to insure their
accuracy and representativeness of irjury severity
and frequency.

-- Assigning injury indepth investigation cases on a
random basis to maintain the system's validity.

-- Monitoring assigned indepth investigation cases more
closely to verify that they are being completed.

-- rraining investigators to provide the product-related
injury data necessary to identify and analyze product
hazards.
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-- Continuing to search for ways to obtain additionalinformation on the types of injuries not included in
the Commission's product-related injury surveillance
system.

COMMISSION COMMENTS

The Commission said that it either has taken or plansto take the action we recommend. It said that it had com-
pleted a redesign of the NEISS system in April 1977 ad thatin August 1977 it approved and funded the redesigned systemfor implementation during fiscal year 1978.

The Commission outlined the actions it had taken orplans to take

-- to improve the representativeness of hospitals in-
cluded in the NEISS system,

--to assign indepth investigations on a random-sampling
basis,

-- to improve the monitoring and assessment of injury
investigations, and

-- to review and update its investigators' training.

The Commission aid that NEISS would remain as its pri-mary source of injury information, although CPSC recognizesthe need for other information and special surveys. The
Commission also said it will continue with its death certi-ficate and coroner's reporting systems to obtain additional
information, but it has no plans to develop any other ongoing
deta collection activities. Instead, as data needs arisewhich cannot be met by NEISS or other available sources of
data, ad hoc surveys will be considered.

The Commission said that the problems we identified withits use of the hazard index are judgmental and reflect current
policy. For instance, the Commission prefers that hazards tochildren be more visible because children are less able toidentify and gauge product hazards. Also, because the hazard
index is a management tool for identifying potential hazards
which require further study, the Commission prefers to illumi-nate and possibly overestimate these types of hazards rather
than overlook them. The Commission did acknowledge the needto refine its data and said that it undertook a study infiscal year 1977 to look for other measures of severity de-signed to complement the hazard index.
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CHAPTER 4

"'HE COMMISSION WAS SLOW TO

ESTABLISH WORKLOAD PRIORITIES

Commission plicy is to deal first with those productspresenting the greatest rsk of injury to consumers. How-ever, the Commission has not always followed this policy.The Commission had many projects in process at the same timeand continued to start new projects without finishing thosealready in process. Te Commission's limited resources werespread over many projects, and few were being completed.

RECOGNIZING THE NEED FOR PRIORITIES

The National Commission on Product Safety. in reportingthat consumers must be protected from unreasonable risks ofinjury, recognized that some method was needed to identifyand direct resources to the most hazardous products. TheNational Commission recommended that its proposed productsafety commission annually establish priorities for regula-tory activities. The CPS Act did not contain such a provi-sion. However, the legislative history shows that the con-ference committee believed that the Commission should havetaken about 3 years to properly order its priorities.

Although the CPS Act does not include the National Com-mission's recommendation for establishing priorities, theConsumer Product Safety Commission established a prioritypolicy in November 1973 which included the National Commis-sion's recommendation: "The Commission will deal first withthose products which pose the greatest risk of injury to thepublic. The Commission will set (and will periodically re-evaluate) its priorities, taking into consideration the num-ber of injuries associated with a particular product, theseverity of those injuries, the consumer's likelihood ofexposure to that product, and other factors which the Com-mission considers important."

In July 1976 the Commission further refined this policyby formally identifying the criteria to be used in deter-mining product priority areas. These include

--frequency and severity of injuries,

-- cause of injuries,
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-- chronic illnesses and possibility of future injuries,

-- cost and benefit of Commission action,

--unforeseen nature of the risk,

-- vulnerabil ty of the population,

--probability of exposure to the hazard, and

-- additional criteria that may warrant Commission
attention.

This policy also stated that the Commission's operating planwould be as specific as possible regarding products, groups
of products, or generic hazarCs to be addressed.

Because the Commission did not have a priority listing
of projects for standard development before July 1975, no
assurance existed that the Commission was working on the
more hazardous products. This can be illustrated by compar-
ing those products the Commission said may present an un-
reasonable risk of injury with their ranking on the hazard
index.

Although the hazard index was not established as a
priority list, it is a source for identifying products which
contain hazards. The index also attaches "values" to those
products based o the frequency and everity of injuries
(treated n emergency rooms) associated with them, and the age
of the injured. The index also ranks the products based
on their value--the products with the highest frequency and
severity are assigned a lower number and are ranked highest
on the hazard index. The Commission's fiscal year 1976
hazard index ranked 375 products under its jurisdiction.

The Commission determined that 11 products may present
an unreasonable risk of injury. In comparing the 11 products
to the hazard index ranking, we found that 9 were listed onthe hazard index at the time the Commission said these prod-
ucts might present an unreasonable risk of injury, and 2
were not. Of the 9 products (see table belowj only 1--
architectural glass--was ranked within the top 10 on the
hazard index.
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Hazard index Estimated NEISS
ranking injuries

Product (note a) (note b)

Architectural glass 10 64,619
Christmas lights

(note c) 144 734
Extension cords

(note c) 85 2,303
Gas-fired space

heaters (note c) 15 3,113
Matches 29 9,151
Power lawnmowers 11 61,239
Swimming pool slides

(note c) 16 1,734
Television sets 64 17,237
Tents (note c) 178 2,676

a/Ranking at time Commission said the product may present
an unreasonable risk of injury. (See app. III.)

b/For the 12 months ended Dec. 31, 1976.

c/These products were not ranked separately. They were in-
cluded in a more general product category, the ranking for
which is shown. For example, gas-fired space heaters are
included in the space heaters and heating stoves product
category.

The other two products the Commission said may present
an unreasonable risk of injury--aluminum wire and refuse
bins--were not ranked on the hazard index because the emer-
gency room injuries reporting system did not collect data
on them.

In determining that these 11 products may contain an
unreasonable risk of injury, the Commission did not say
whether the hazards contained in these products presented
a greater risk of injury to the public than hazards con-
tained in other products in its data system. Nor did the
Commission, in making these decisions, say how these prod-
ucts were selected in line with its priority policy.

Petitions used to establish priorities

Four of the six standards the Commission was develop-
ing or had issued through June 30, 1977, were started be-
cause the Commission granted a petition stating that
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the hazard may present an unreasonable risk of injury (the
other two standards were started because the Commission's
analyses showed them to be hazardous). As the Commission
interpreted the CPS Act, it was tc develop standards (or
take other action) for those products for which it granted
a petition. This interpretation was the basis for estab-
lishing priorities in its standard development work.

Although the Commission believed it was to give priority
to products which were started after it granted a petition,
it did not in all cases operate that way. For instance,
as of June 30, 1977, the Commission had not started to de-
velop safety standards for two products (tents and exten-
sion cords) after granting petitions in which it agreed that
these products may present an unreasonable risk of injury.
The petitions were granted over 3 years ago.

The Commission recognized that developing safety stand-
ards in response to petitions was not the most effective
means of protecting consumers from the most hazardous prod-
ucts. During the Commission's January 1976 House oversight
hearings, the former Commission Chairman said thac if the
Commission would develop standards in response to 1C peti-
tions granted under the CPS Act, approximately 155,000 an-
nual injuries could be prevented. He said that if the Com-
mission was in a position--which he felt it was not because
petitions were to be addressed first--to select and work on
the 10 product categories with the highest rate of injury,
approximately 1.2 million annual injuries might be addressed.
The former Chairman recognized that the public interest was
probably not being served when the Commission used its
limited resources on lower priority, petition-generated proj-
ects.

During the Commission's Senate appropriation; hearings in
1976, the former Chairman reiterated the Commission's inter-
pretation of the act which directs the Commission's priori-
ties to petitions. The Chairmen of the cognizant Senate
appropriation subcommittee and the House Subcommittee on
Consumer Protection and Finance both said the Commission
can and should consider priorities when deciding to grant
or deny petitions. The chairman of the House subcommittee
believed the Commission had the authority and responsibility
to set priorities and to deny or grant petitions based on
those priorities. He said:

"* * * There is nothing in the language of
the bill or in the legislative history which
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would indicate that the Commission is precluded
from setting priorities and basing denials on
the frequency and severity of injury. A respon-
sible administrator would be expected to do pre-
cisely this."

In March 1976 the chairman of the Senate appropriation
subcommittee requested the Commission to reassess its posi-
tion on establishing priorities and to list the 50 product
hazards most deserving of Commission attention and regulation.
However, it was not until June 1977, about 15 months after
it was requested, that the Commission established its first
priorities and provided copies to the appropriate congres-
sional committees.

COMMISSION GUIDANCE NEEDED
TO ESTABLISH PIORITIES

In an effort t implement the Commission's 1973 priority
policy and to establish work priorities, in June 1974 Commis-
sion staff presented the Commissioners a regulatory priority
document that was based in part on the hazard index, prior
Commission decisions to develop standards, and ongoing Com-
mission projects. The document, generally agreed to by Com-
mission bureaus and offices, identified time schedules,
priority listings, and manpower requirements for what the
staff considered priority projects. It identified over 100
projects for developing regulations and responding to peti-
tions under the laws the Commission administers.

The Commissioners rejected the priority document plan
because they wanted to make decisions on priority setting
and resource allocations. However, no substitute priority
plan was prepared. Because it had not received an alterna-
tive priority worklist, the Commission staff generally planned
to follow its June 1974 priority document. However, the
staff could not follow it because the Commissioners directed
the staff to work case-by-case on projects.

In July 1975 the Commission established lists of acti-
vities as its basis for priority setting and included them
in its fiscal year 1977 budget request. These lists con-
sisted of four separate sections identifying selected acti-
vities in various stages of regulatory development--data
analysis, alternative remedial strategy, specific regulatory
action, and enforcement. These were the first published
lists identifying the Commission's working priorities. How-
ever, the Commission never used them to make decisions.
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The Commissioners continueA to make decisions on priority
setting and resource allocation. The staff used the lists
to allocate resources until the Commissioners' November 1975
decision to make miniature Christmas tree lights a high
priority project for regulatory development. The list had
not included this project, and the staff was directed to
make it high priority. The Commissioners neither provided
the staff their rationale for making tree lights a high
priority project nor guidance to the staff for reassigning
priorities to other ongoing work.

To give the staff some workload direction, in July
1975 the Acting Executive Director asked the staff to
identify 10 products for standard development priorities.
The factors used to identify product candidates included
the anticipated long-and-short-term reduction in the frequency
of injuries, the product's position on the hazard index, the
number of death certificates on file associated with the prod-
uct, and the average severity of injuries associated with the
product. The staff identified and recommended 10 products
for priority standard development activity in fiscal year
1976.

In September 1975, before standard development activity
was initiated on these products, the former Chairman directed
the staff to establish a priority list for developing stand-
ards. A Commission official said that such a priority list
was necessary because some bureaus and offices had established
their own priorities which resulted in research being done
on numerous projects. He said the Commission needed to
identify priorities since such research was inadequate to ef-
fectively use the Commission's limited resources.

The former Chairman did not guide the staff in develop-
ing this priority list. Therefore, in responding to the
Chairman's request, the staff established priorities based
on

-- previous Commission decisions on regulatory develop-
ment,

-- projects initiated by predecessor agencies,

-- ongoing and completed work on various products, and

-- Commission analyses of injury reduction potential
and ranking on the hazard index.

The staff developed a priority list of about 100 proj-
ects that consisted of developing standards, evaluating
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petitions, and amending existing standards and ncluded
it in the fiscal year 1976 operating plan. The list iden-
tified fiscal year 1976 and 1977 milestones and possible
product categories for attention in fiscal year 1978. It
also ithdrew certain regulatory development projects,
for items such as pacifiers and tricycles, from continued
development work. The staff reasoned that some projects
had to be wit-'<rawn so the Commission could devote its
limited r sources to fewer high priority projects instead
of attempti.ig to address numerous projects.

The list was neither approved by the Commissioners nor
used for deciding which projects to initiate. For example,
the staff was directed to give pacifiers a top priority
for regulatory action after it had recommended that he
pacifier project be withdrawn. Although the Food and Drug
Administration initially proposed a regulation for pacifiers
in 1972, the Commission had not devoted many resources to
the project until early 1976. This resulted from the death
of a 5-month old child which was attributed to a pacifier
in February 1976. The Commissioners then decided to go
ahead with the regulation, and it was issued in June 1977.

In June 976 the newly appointed Chairman asked the
staff to review the Comiwission's mechanism for priority
setting. The staff was directed to summarize available data
on specific product categories to assist the Commissioners
in identifying priority areas. In August 1976 the staff
analyzed approximately 100 product categories and rated each
product's hazard potential as high/medium or low. It listed
30 product categories for priority consideration.

The Commissioners deleted some products from the staff's
recommendations and added others. They identified about 35
product categories which were included in the Commission's
fiscal year 1978 budget request and fiscal yedr 1977 operat-
ing plan. However, the Commissioners did not give their
staff any feedback on how they selected the priorities.

In June 1977 the Commission finally issuea its priority
ranking of products. During its mid-year review, the Com-
mission reviewed the progress of ongoing projects and as-
sessed the future projects to determine which should have
priority. After completing this review, the Commission
gave priority to 46 projects: twenty-nine were considered
high priority--to be worked on as soon as possible and 17
were considered medium priority--to be addressed as soon
as possible after the high priority projects. The Commission
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did not assign priorities to its other ongoing work. It
will, however, continue to collect and analyze injury data,
review consumer complaints, accept petitions: and use its
authority to deal with sub2tantial hazards discovered in
the marketplace.

CONCLUSIONS

The Commission did not promptly establish work priori-
ties. Some of the Commission's standard development activity
was directed to petition-generated projects and not neces-
sarily to the most hazardous products.

The Commission established a priority list of projects
subsequent to the completion of our fieldwork. If it effec-
tively implements its priority policy and follows projects
identified for priority attention, the bulk of the Commission's
work in developing safety standards should be directed to themost hazardous products.
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U.S. CONSUMER PRODUCT AF-TY COr AMlSSl(',j

WASHINGTON, .C. 2020'7

September 23, 197?

Mr. Gregory J. Ahart
Director, Human Resources Division
General Accounting Office
441 G Street, NW.
Washington, D.C. 20548

Dear Mr. Ahart:

Enclosed is the Consumer Product Safety Commission response to thedraft General Accounting Office report to Congress entitled "The ConsumerProduct Safety Commission Needs to Speed-Up Issuing Safety Standards."We have also enclosed copies of two Commission staff reports which arementioned in both the GAO draft report and the Commission response.

We appreciate the opportunity to comment on the draft report.Please let me know if you need any further information.

Sincerely,

S. Joh Bying .7 
Chairman

Enclosures (3)
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CONSUMER PRODUCT SAFETY COMMISSION

RESPONSE TO DRAFT GAO REPORT

ENTT1LED

"CONSUMER PPODUCT SAFTY COMMISSION NEEDS TO SPEED-UP

ISSUING SAFETY STANDARDS"

SEPTEMBER 23, 177
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Introduc tion

Before commenting on criticisms mentioned in the GAO report, it
should be noted that the Consumer Product Safety Commission has taken
a number of actions during FY'77 to improve regulatory development
activities.

Specifically, the CPSC completed its own evaluation of the offeror
process in November 1976. Moreover, a comprehensive CPSC evaluation
of the National Electronic Injury Surveillance System (NEISS.) was com-
pleted in May 1975 and is in several stages of implementation. While
the GAO critique closely parallels numerous CommisRion findings and
recommendations from these reports, it largely disregards the operational
revisions which have been initiated or completed by management in both
processes. This response will attempt to update GAO's information.

The Commission changed the program structure and organization of
the budget and planning process from a process-oriented structure to
a hazard category or product/pr-Jec. specific program structure.
Whereas the former program structure addressed inctrnal CPSC activities
(Hazard Identification, Hazard Strategy Analysis, guiccory Development,
Information and Education, Compliance and Enforcement, atd Admir!stration),
the new structure addresses specific hazards (Fire and hcrmal Burn Hazards,
Electric Shock Hazards, Acute and Chronic Chemical and Erronmental
Hazards, and Mechanical Hazards). This new structure will allow the
Commission to measure directly its progress in accomplishing the purposes
of the Commission, as set forth in Section 2(b) of the Coneu ier roduct
Safety Act. These programs, which use the product/project specific rP lard
approach, were the basis of the CommissLon's priority setting ad zro
Base Budgeting exercises.

Additionally, this past spring the Commission conducted a cnm-
prehensive review of regulatory development activities. From this
review, the Commissioners were able to establish a priority ranking
of activities underway in 1977 and fortncomink. in 1978.

The reorganization and the establishment of clea-¢ut priorities
are expecced to aid regulatory development efforts.

37



APPENDIX I APFPNDIX I

The GAO report criticizes the agency for alleged delays in theimplementation of the standards development process under Section 7of the CPSA. This process (known generell' as the offeror process)is unique to the Consumer Product Safety Conmission. We believe itwould provide a useful framework t underst.,ding the GAO commentsand the agency's replies if we provide a short background discussionconcerning rulemaking.

Most regulatory agencies follow one of two types of proceduresunder the Administrative Procedure Act in establishing rules orstandards. These procedures are formal and informal rulemaking.

Formal rulemaking is a process in which an agency proposal isheard by a hearing examiner or administrative law judge and a recordis assembled on the proposal. The parties participating in the processdc so in writing or in formnal hearings conducted much like a trial.Proponents and critics of the rule or standard present their views,evidence is submitted, and there is cross examinatict of parties. Thehearing examiner or administrative law judge then produces a decisionor reconmendation for the appointing authority and that authorityratifies, modifies, or rejects that decision. The matter is then opento challenge in the courts based upon the reriew of the record assembled.The test used in the courts for review of the rule or standard is whetherthe portions of th? regulaticn attacked are supported by substantialevidence in the supporting record taker as a whole.

The informaJ rulemaking process allows an agency, through whatever
internal process statutorily or internally prescribed, o arrive at aproposed rule. This rule is then published in the FEDERAL REGISTERfor public comment. Oral comments may or may not be allowed. Theagency evaluates the comments and reaches a decision, which is pub-lished in the FEDERAL REGISTER. The rule is then open to challengein court. The test used in courts for review of these rules is usuallywhether the proponent agency acted arbitrarily or capriciously in pro-mulgating he rule on the basis of the information available to theagency.

When Congress debated the type of rulemaking process to be fol-lowed under the Consumer Product Safety Act, there was criticism offormal rulenmaking because it takes very long. Some rules have takenas long as 8 to 10 years to complete. This was considered to be toolong for a public health and safety action. On the other hand, informalrulemaking was criticized because this rulemaking was alleged to haveproduced very few changes by agencies after the initial proposed rule.The Ltme and effort taken to develop the proposal usually shaped thefinal rule despite public comments. In an effort to strike a compromisebetw;een these two types of rulemaking and to create an open agency withadequate public participation, Congress created the offeror process con-tained in Section 7. This process allows, as will be discussed in moredetail later, greats: public participation than informal rulemaking inthat te initial proposal is shaped by the public participants. However,it does not take as long as formal rulemaking because trial type tech-niques are not used.
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In attempting to ensure timely rulemaking, Congress also provided
time frames within which actions should take place. Recognizing that
the complexity and subject matter of each rule are different, provisions
for extending these time frames were also incorporated into the Act.
What GAO has done in its report is to ignore the time other regulatory
agencies take to issue complex health and safety rules. Further, it has
treated the Congressional guidelines as definitive. In fact, this new
process was untried and the Congressional time frames must be looked
upon as targets. Therefore, a failure to meet the goal is not to be
condemned until the scope, breadth and reach of the proposed rule and
the complexity of the subject matter are examined. Also, the state of
the technology required to meet the rule is many times a factor to be con-
sidered in looking at the time it takes to promulgate a rule. Finally, the
offeror process might require a longer time than the shorter process
of informal rulemaking because public participation should be maintained.
It believes such participation is valuable and needed.

It is also appropriate to mention at the outset that prior to the
GAO report, the Commission had made many of the changes recommended
in the report. In fact, most of these were made after consideration
of Commission staff evaluations cf the offeror process completed in
November 1976, and the National Electronic Injury Surveillance System
(NEISS) completed in May, 1975. Copies of these Commission studies are
being sent to GAO with this response to the GAO report.

Standards Development (Chapter 2)

The GAO concludes in Chapter 2 that the time the Commission has
taken to develop standards exceeds guidelines specified in the CPSA.
The GAO attributes this to a Commission policy of not permitting its
staff to actively participate in the offerors' development of standards
and failing to give offerors guidance during the standard development
process.

The offeror process is a new and unique, statutorily required
procedure for developing standards. It provides the opportunity for
broad based participation of non-government parties - both consumer and
industry representatives. The implementation of the offeror process was
a learning experience for all involved.

At first, the Commission attempted to implement the offeror process
by maintaining a hands-off policy requiring only that the offeror follow
a development plan approved by the Commission. The reason for a hands-
off approach was the Commission's belief that direct participation might
stifle creativity and innovation on the part of non-government participants
and that the quality of the resulting standard might be diminished.
Under the hands-off policy, the Commission monitor's duties included
providing available, off-the-shelf information requested by the offeror
and attending meetings of the offeror to insure that the meetings were
open to the public, that there was consumer participation and that the
offeror was following the agreed development plan. However, in those
first proceedings the monitor was not permitted to redirect offeror
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efforts throughout the development period as an active participant in
the proceeding.

Experience has led the Commission to believe that active participation
of a Commission monitor will not stifle the creativity and innovation of
an offeror, but rather, that specific direction and assistance from the
Commission staff can assist the offeror in developing a complete and
adequate recommended standard. Therefore, the Commission has decided to
experiment with broadening the scope of the monitor's responsibility. In
the most recent standard development proceeding - for miniature Christmas
tree lights - the Commission staff now participates actively in the
standard development process and provides extensive guidance and assistance
to the offeror. In the miniature Christmas tree light proceeding, prior
to publishing a Notice of Proeeding which solicited offers to develop
the recommended standard, the Commission prepared and made available to
potential offerors a packet of informational materials. This packet
included technical, epidemiological and economic information representing
the full extent of current Commission knowledge on miniature Christmas
tree lights. The packet also contained detailed Commission recommendations
concerning promising approaches which could be used by the offeror to
develop the standard. The Commission staff also met with potential
offerors to answer questions they had about the proceeding and about
submitting offers.

After selecting the National Consumers League as the offeror, the
Commission provided a team of Commission technical experts to make
presentations to the offe-r's committees, to provide guidance and to
comment as appropriate during the proceedings, and to provide needed
laboratory services. Additionally, the Commission, after perceiving the
need for technically trained and experienced FEDERAL REGISTER notice
writer, is contracting with a qualified person to draft the recommended
standard for the offeror. This should assure that the offeror-prepared
standard will be submitted to the Commiss4on in the proper FEDERAL
REGISTER format.

Although the Commission's new procedure appears to be successful in
the miniature Christmas tree light proceeding, the Commission will not
be able to fully assess the results until after the standard development
is completed. The Commission will use the experience it has gained in
this proceeding in formulating the plan for the next standard development
it undertakes under the CPSA.

The Commission's original hands-off policy may have contributed to
delay in the development of standards by offerors. However, even if the
staff had atively participated and guided the offeror, the Commission
believes that the timefra.mes in the CPSA could not have been met. The
Commission bei4vs that n most instances the timeframes specified in
the CPSA for offeror development appear to be unrealistic.

Each standard development'is unique in its complexity and need for
specific test provisions and design specifications. In the offeror
process, consumer and industry participants must assimilate extensive
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technical information and must become accustomed to working 
together

to produce a recommended standard. Although the timeframes specified in

the CPSA are used as guidelines, the Commission believes that, if 
the

offeror is to be afforded the opportunity to perform responsibly,

the actual development time must reflect the complexity of the subject

matter.

The need for additional time to develop standards is demonstrated

by the fact that, with the exception of the matchbook proceeding, each

offeror has requested an extension of the development time. Further, it

has been pointed out by the American Society for Testing and Materials,

the matchbook offeror, that in order to meet the statutory timeframes,

the offeror did not have certain desirable technical work performed.

The GAO report fails to make clear that the Commission is permitted

under the CPSA to extend the development time for good cause. Further,

the report fails to make clear the fact that the Commission has published

in the FEDERAL REGISTER the reasons for each time extension. 
To date the

Commission has not received a single written comment stating 
that there

were insufficient reasons for granting the time extensions requested 
by

the offerors.

As stated above, the Commission believes that the timeframes specified

in the CPSA for developing standards are unrealistically short, and 
that

these times must be determined on a case by case basis, depending 
on the

complexity of the standard.

For example, in three outstanding offeror proceedings concerning

power lawn mowers, television receivers and aluminum wiring, the Commission

has granted time extensions. The power lawn mower proceeding time was

extended 6 months at the offeror's (Consumers Union) request because of

the complexity of the subject and the need to allow additional time 
for

post-development review. In addition, it appears that the time may be

further extended to allow full analysis of the many technical comments

the Commission received. The television receivers proceeding wi.s extended

at the offeror's (Underwriter's Laboratories) request by 250 days 
as

announced in the FEDERAL REGISTER on November 4, ]975, due to 
"...the

increasing need for extensive testing and evaluation, the late availability

of large amounts of subpoenaed data, the time necessary to analyze these

data, and the increasing complexity of the standard...." It was later

extended again to allow full analysis of the recommended standard and

injury data, as described below. The aluminum wiring.proceeding is

unique for the reason that the Commission development efforts are in

abeyance until the courts determine Commission jurisdiction over this

product. In summary, the GAO report criticizes the Commission for the

time extensions but fails to address the merits of the Commission's

reasons cited in allowing additional development time.

GAO also concludes in Chapter 2 that the Commission has not promptly

completed evaluations of safety standards recommended by offerors.

GAO attributed this to the need for more and better injury data, the

need for procedures that specify the criteria to be used in evaluating

recommended standards, and other factors.
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In most of the standard development proceedings completed to date,
the staff evaluations were based on injury ii ormation available to the
Commission off-the-shelf and no new injury data were collected. Only in
the case of the television receiver standard did the Commission direct
the staff to collect and analyze recent injury data in order to determine
whether an unreasonable risk still exists in view of apparent recent
upgrading of voluntary standards.

It is not easible to develop rigid step-by-step criteria for
evaluating recommaended standards because each proceeding presents its
own unique technical issues and problems. General guidelines, however,
are contained in the Act and n the Commission's procedures for developing
consumer product safety standards. In essence, the Commission must
determine whether each provision of a standard addresses the hazards set
out in the Notice of Proceeding, and whether that provision would be
effective in eliminating or reducing the injuries associated with the
hazards. The work the offeror submits to the Commission is viewed as a
recommendation. The Commission, in publishing a proposed standard in the
FEDERAL REGISTER, assumes full responsibility for its technical and
legal content. Thus, the Commission analyzes all provisions in the
recommended standard to assure that the provisions are technically sound
and legally enforceable.

[See GAO note, p. 59.1

The GAO report suggest that the Commission inadvertantly failed to
specify the causality of injuries concerned with swimming pool slides
and that this contributed to extending the time for Commission evaluation
of the recommended standard. The Commission did provide the offeror
wit'i about ten accident reports involving swimming pool slide injuries -
all of them extremely serious. It was the Commission's specific intent
to let the offeror determine the causality of the accidents during the
standard development process. Some of these determinations involved
expert judgment by specialists in biomechanics and human factors, as
well as by orthopedic surgeons and engineers who were members of the
offeror's development committees. As discussed earlier, the Commission
believed at that time that the expertise and creativity of offerors
might be inhibited by active Commission direction. Therefore, it was
consistent with the policy at that time to have the offeror determine
causality.

The time consumed by CPSC staff in evaluating the recommended
swimming pool slide standard was used to verify test procedures and to
examine closely some of the complex mathematical models developed by the
offeror in support of certain test parameters. These were Commission
evaluation activities which are necessary as a result of the Commission's
legal responsibilities to ensure that mandatory requirements are needed,
reasonable, and defensible in lawsuits.

GAO also criticized the Commission for not exercising its responsi-
bility to determine if unsatisfactory progress is being made in a standard
development proceeding. However, on at least two occasions, the Commission
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has exercised its responsibility to ensure that satisfactory progress is
being made by the offeror in developing a recommended standard.

During the television receiver standard development, the offeror
(Underwriter's Laboratories, UL) was required to appear in a public
meeting before the entire Commission following a report by the monitor
that the standard development was proceeding toward an unsatisfactory
end. Specifically, the offeror had attempted to rely heavily on voluntary
compliance with existing UL standards rather than having the standard
under development stand on its own. During the meeting with the Commission,
this apparent conflict with the CPSA and Commission guidelines was
resolved, and the offeror was directed to proceed with the development
of the standard.

In another case, following a request by Consumer Union (CU) to
extend the development period for the power mower standard, the Commission
met with CU's Executive Director, and granted an extension for good
cause only after CU had demonstrated that it was making satisfactory
progress in the development of the power mower standard.

Additionally, even during the period of the hands-off policy,
monitors frequently made the offerors aware of situations when committee
actions appeared to take a direction which had not been delineated in
the agreement between the offeror and the Commission. This helped keep
the offeror process on course and helped the satisfactory progress of
the proceeding. In addition, contrary to the statement on page 13 of
the GAO report, the Commission staff shared with the offerors all
information the Commission had regarding the product involved in
the standard development, including information on the hazards being
addressed.

Recommendation

The GAO report recommends that the Commission establish procedures
specifying the duties and responsibilities of its staff monitoring the
development of safety standards by offerors. In the proceeding discussion
the Commission has shown that prior to this report the Commission redefined
and expand the scope of the duties and responsibilities of monitors.
These changes have been made as a result of the experience gained in
implementing the offeror process.

The GAO report also recommends that the Commission establish procedures
that specify the criteria to be used during the evaluation of offerors'
recommended safety standards. The Commission has pointed out that a
rigid step-by-step approach to evaluation is inappropriate. However, at
the beginning of each standard development proceeding, the Commission does
provide the offeror with as much information as it has regarding the
product and hazard involved, including injury data and information about
existing standards and promising approaches the offeror may take. The
Commission also makes clear that in issuing a final standard it is
bound by the requirements of the CPSA. Thus, the offeror has guidance
as to the criteria the Commission will use in evaluating the recommended
standard submitted.
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Injury Data (Chapter 3)

In Chapter 3 of the report, the GAO makes six recommendations to
the Commission. These recommendations are based on two conclusions.
First, that the Commission's product injury data base does not adequately
support its hazard 'identification and hazard analysis needs. Second,
that the lack of definition of the term "unreasonable risk of injury"
has contributed to delays in identifying product hazards and developing
safety standards to protect consumers from hazardous products. The
first conclusion is addressed in the Commission's responses to the six
recommendations, which follow.

[See GAO note, p. 59.]
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[See GAO note, p. 59.)
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[See GAO note, p. 59.1

As discussed in the following responses to the six GAO recommenda-
tions, long before the GAO report was written the Commission had taken
steps to extensively revise its injury information system. A major
stage of the revision will begin early in FY78. However, the dis-
cussion of the injury information system should be viewed in the context
of the Commission's responsibilities under the Consumer Product Safety
Act and the other acts the Commission administers.
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In deciding whether a product presents an unreasonable risk of
injury and whether regulatory action is needed, the Commission of
course looks at the probability that the risk will result in harm.
The Commission is interested in determining the types of injuries and
severity of injuries which may have been associated with the product.
It seeks the most complete information reasonably available and thus
has developed its unique injury information gathering system.

The legislative history of the CPSA makes it clear that in issuing
a consumer product safety standard the Commission does not need proof
of actual injuries related to a product before it may issue a safety
standard. S. Rep. No. 749, 92nd Cong., 2d Sess. 27 (1972). Moreover,
it would be inconsistent with the purpose of the Commission to protect
the public against unreasonalX risks of injury to read into the Act
a qualification that there must be actual injuries in order to issue a
standard.

The Commission may issue a standard based on such factors as
its analyses of a product for injury potential, its own investiga-
tions and judgments, risk-based analyses, or other engineering data.
If the Commission were limited to issuing a standard only if it has
proof of actual injuries, it would never be able to issue a standard
for a product for which there is no injury data even though the product
clearly presents an unreasonable injury hazard.

The courts have stated that the Commission's findings as to the
nature and degree of risk of injury associated with a consumer product
may be based on facts available to it from which it draws reasonable
inferences. They have made it clear that a "body count" of actual
injuries is not necessary to support regulatory action involving
remedial health and safety statutes such as the CPSA.

The statement of Arnold Elkind, Chairman of the National Commission
on Product Safety, quoted in the 1969 Senate Report on the Federal
Hazardous Substances Act which also provides for the issuance of regu-
lations where there is an unreasonable risk of injury, is relevant to
the issuance of standards under the CPSA as well:

When your intelligence tells you that something
will create an injury and that is seems conceptually
clear that an injury will occur, it is primitive to
wait until a number of people have lost their lives,
or sacrificed their limbs, before we attempt to pre-
vent those accidents. S. Rep. No. 91-237, 91st
Cong., 1st Sess. 2-3 (1969).

The following are the Commission's specific comments on the six
recommendations in Chapter 3 of the GAO report.
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Recommendation 1: "Ensuring that the emergency room hospitals included
in the injury surveillance system are representative of hospitals with
emergency rooms."

Discussion:

The Commission has taken the following steps to ensure that the
emergency room hospitals included in the injury surveillance system
remain representative of hospitals with emergency room visits. As men-
tioned previously, these steps were initiated long before the GAO report,
and were based, in part, on a Commission staff evaluation of the National
Electronic Injury Surveillance System.

A contract to redesign the Commission's National ELectronic Injury
Surveillance System (NEISS) sample was copleted in April 1977. In the
first week in August 1977, the Commission approved and funded the NEISS
redesign. Implementation of the NEISS redesign is due to start on
October 1, 1977. Hospitals in the NEISS redesign are statistically
selected to represent a cross section of all hospital emergency room
visits in the U.S. and its territories. Considerable effort will be
spent, with involvement of top level CPSC personnel, to ensure maximum
participation and retention of the primary hospitals selected for the
sample. In addition, a reasonable rationale for selecting alternative
hospitals and for periodically updating sample hospitals has been
provided in the redesign plan. The Commission believes that with the
implementation of the NEISS redesign, many of the shortcomings identi-
fied by GAO in the section of its report entitled Shortcomings with
Selecting of Hospitals will be minimized.

Reservations expressed by GAO under the section entitled Limitations
Due to System Dign should be tempered by the knowledge that the
Commission has always recognized that product-related injuries reported
through NEISS do not purport to be representative of other than those
injuries that are treated in hospital emergency rooms. Efforts expended
by the Commission to complement the NEISS are covered in the Discussion
under Recommendatiun 6.

The Commission has also conducted studies to determine the extent
to which product-related injuries are not captured in the emergency
room. Such studies relate to specific injuries such as burns and
poisonings that may bypass the emergency room or to general product-
related injury categories not adequately identified in the emergency
room.

The Commission is currently considering whether to capture all
product-related injuries that bypass the emergency room but are treated
in other hospital units. It is to be noted that if hospitals in the
NEISS redesign sample are staffed with personnel primarily devoted to
NEISS activities, the potential exists to perform ad hoc special surveys
to capture additional data, including product-related illnesses and
other health impairments, such as loss of sight or hearing.
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[See GAO note, p. 59.]
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Recommendation 2: Ad4usting the hazard index factors t ensure their

accuracy and representatJveness of injury severity and frequency.

Discussion:

As more experience with the data is accumulated and improvements
in the data collection and analysis are Intitiated, the hazard index is

adjusted accordingly.

The discussion under the section of the report Problems Using the

Hazard Index expressed concern with thc i;udequacy of certain diagnoses

made in the emergency room and the inflation o injuries to children.
Both of these matters are judgmental and reflect current Commission

policy.

For example, injuries to children are flated in the Hazard Index,

in keeping with the Commission's policy to give special consideration

and protection to children because children generally are less able to

identify and gauge hazards resulting from the use of specific products.

Therefore, it is preferable that those hazards be visible to the

Commission rather than be understated.

Within the Hazard Index a very high value is placed on poisonings

which require in-patient hospitalization. It is also true that many of

these hospitalizations to young children are only for observation for

which it is later determined that no or negligible ingestion actually
occurred. However, since the index attempts to reflect life-threatening

situations in addition to the severity of injury, this type of masure
should continue.

It should be noted that the Commission uses the Hazard Index

primarily as a management tool to identify potential hazards which

require further study. It is, therefore, preferable that these types

of hazards be illuminated (though possibly overestimated) rather than
be overlooked.

However, the Commission acknowledges the need to constantiv refine

the data. To this end, it awarded in FY77 a contract to undertake a
study to provide other measures of severity designed to complement
the Hazard Index. To ensure the accuracy and representativeness of
injury frequency, the Commission has been engaged in the past in

performing quality control visits at the hospitals to minimize biases

resulting from under-reporting or misreporting product-related injury

data. With the implementation of the NEISS redesign this commitment

of resources and personnel will be increased to further reduce
reporting biases in the hospitals and will be directed in particular

to the staffing and training of personnel primarily devoted to CPSC
activities in the hospitals selected for the new NEISS sample.

50



AS '2NDTX I APPENDIX I

Recommendction 3: Assigning injury in-depth investigation cases on arardom basis to maintain the system's representativeness.

Discussion:

The NEISS gathers product-related data from statistically selectedhospital emergency rooms located throughout the nation. From these data,statistically based estimates of product-related injuries treated inemergency rooms are made. Through random selection of NEISS cases,follow-up investigations can be made that will allow inference to theuniverse of hospital treated emergency room cases.

Two actions have been completed recently by the Commission toprovide for specific categories of product-related cases selected forfollow-up investigation to be a representative subsample of NEISS.

Consumer products that have been identified through the NEISS andby other means as presenting an injury hazard have been reviewed andranked by the Commissioners into high, medium, and low priority categoriesrelating to the urgency for corrective action. Commensurate with resourceavailability, the selected product specific categories and developmentalprojects provide guidance to the staff for work accomplishments in FY78.

Having established those products receiving priority attention andthe adequacy of injury data for each, plans have been developed forconducting follow-up investigation on products for which the dataare inadequate. Whenever representativeness of the data is desirable,a random selection process will be employed. This will allow theCommission to develop, on an ad hoc basis, base-line data, makestatistically valid projections about accidents associated with specificproducts, and evaluate the effectiveness of regulatory action.

A.s a result of the Commission's recent reorganization, there isa mote direct relationship between the NEISS cases that are selectedfor investigative follow-up, the type and extent of the investigativefollow-up, and the criteria used in selecting cases. This is beingccntroiled by 8 program managers for specific product categories andstaff assigned to support each of the 8 managers.

These teams identify the extent of the in-depth investigationand the manner of investigative follow-up. By determining program
priorities and using an appropriate mix of on-site investigations andtelephone and other similar approaches, dependent upon the need fordata nd their planned use, the Commission's injury data needs willbe et in FY78.

Therefore, cases for investigative follow-up are specific tothe needs of the Commission in specific product categories; are
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:andomly selected when this approach best serves the Commission's
needs; and when cases are randomly selected, follow-up will not be
influenced by resource availability.

The Commission has devoted considerable resources to updating
its computerized systems relating to assigning and tracking investi-
gation assignments. In early June 1977, changes to the computer
programs were completed to allow the Commission to begin to make
assignments based upon a random sampling plan and track these assign-
ments and provide status and appropriate management reports. Prior
to this date, random selection of injury incidents had to be handled
through a costly manual system. At this time, however, additional
resources are still being devoted to make the system fully operational
and error free. As the need arises for modifications to computer
programs the Commission will devote the necessary resources to assure
program efficiency is maintained.
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Recommendation 4: Monitoring assigned in-depth investigation cases
more closely to verify they are being completed.

Discussion:

A number (,f steps have been planned and will be in effect in FY78
which will provide for improved management of investigation reports,
improve the quality of the reports, provide for an improved consumer
response rate and provide for the verification of data validity.

The modified computer program as discussed in the Commission
response to Recommendation 3 above will allow for improved management of
case assignments. First, only cases of priority will be assigned for
follow-up, and where representativeness is desirable, cases will be
assigned on a random basis. The type of follow-up will be determined by
Headquarters and in many instances data collection formats will be
developed specific to the needs of the products receiving review. in
this manner the need for essential information, including human factors
and behavioral information, will be identified, and the format for its
collection provided. Following case assignments, the system will allow
for monitoring of the status of the reports from the time of assignment
to their completion, receipt in Headquarters and acceptance or rejection
of the report.

insufficiency of support personnel continues to be a constraint
in many areas of Commission operations, including prompt follow-up
on case assignments and their receipt and processing in Headquarters.
This is being corrected to the extent possible by taking steps to
assure that the Commission's authorized personnel ceiling is maintained.
This will allow the Commission to reach its full complement of personnel
and provide additional Field and Headquarters resources to support the
investigations program.

During FY 1977, a pilot project was initiated in all area offices
to allow the Commission to assess the accuracy of the date as provided
by the consumer and reported by the investigator. The poject has now
been completed and the data are currently being reviewed. Following the
analysis of the data and appropriate to the findings, the necessary
resources will be made available to implement an appropriate ongoing
data assessment program. This will allow for the identification ol
investigators who have specific needs for additional training and, where
desirable, the reassignment of individuals into fields of endeavor for
which they are best qualified. The data assessment program should
result in an overall improvement in the management of personnel and
the quality of reporting.

Field resources have been allocated in FY 1978 to provide for
the first level review of all completed case assignments submitted
to Headquarters.
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Although it is expected that the reports to be received from
the new WEISS hospital coordinator program will be of higher quality,
the Commission will commit the necessary resources relating to
quality control and program feedback. In addition to the monitoring
of all cases received by Headquarters, a random number of reports
will continue to be selected and analyzed using select evaluation
criteria. Whenever a report does not meet the Commission'" criteria,
the case will be evaluated and rejected. An analysis will be provided
the investigator relating any deficiencies needing correction prior to
its being considered for acceptance.
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Recommendation 5: Training investigators to provide the product-
related injury data necessary to identify and analyze product hazards.

Discussion:

Essential to any investigation is the completeness of the data
in relationship to the needs of the user of the data. With the concept
of Program Managers in the Office of Program Management will come a
predetermination of the specific information that is needed for each
product type. To provide the investigator with the ability to collect
all relevant and needed data through a compre:)2nsive analysis of the
incident, guidance and instruction are being provided the investigator
in the following manner.

Specific instructions in the form of investigative guidelines
will be developed for each product category receiving investigatory
attention and particularly those cases selected through the random
sample approach.

Through the contract mechanism all currently available investi-
gative guidelines are being reviewed and updated from the viewpoint
of the Commission's priorities and current data needs.

The investigators' investigation manual, CPSC Order 9010.24, is
slated for complete revision in FY 1978 to improve clarity, and provide
for consistency of information commensurate with currel.. policy and
improved investigative methodology.

Where the data needs for any product category are unique and
specific, structured interview formats are and w tl continue to be
developed to assist the investigator in conducting the investigation
with assurance that the data needs are understood and obtained.

In FY 1978, it is planned that field personnel will routinely
share with Headquarters the responsibility for all aspects of data
collection (e.g., contract administration, training investigators,
monitoring of contractors and hospitals performance, first level
evaluation of investigation reports, maintaining a data assessment
program, involving hospital and consumer public relations, etc.).
This will lead to the continuous involvement of those associated with
data collection, thus resulting in a greater depth of knowledge about
the whole of the data collection program. With an involvement in
all aspects of data collection on a continuous basis will come a
degree of specialization and provide for increased career development
opportunities.

To assure proper management of Field and Contractor data
collection activities, resources have been allocated in FY 1978,
for the initial orientation of newly hired persons. In addition,
a basic investigations training course will continue to be conducted
for those involved in injury ata collection.

55



APPENDIX I APPENDIX I

Recommendation 6: Continuing to search for ways to obtain additionalinformation on the types of injuries not included in the Commission's
product-related injury surveillance system.

Discussion:

Although the NEISS, including both surveillance and investigations,will remain the primary source of information available, CPSC recognizedthe need, as the report notes on page 30, to supplement the NEISS throughother sources of information and special surveys. The CPSC, through itsDeath Certificate Project, since October 1976, has had agreements withall vital statistics jurisdictions within the United States. Although thedeath certificates often do not include causal information and may notbe followed for investigation in ome states, this project provides theCommission with necessary specif'ic product-related fatality measures forprogram planning and establishing priorities. In addition, CPSC isdeveloping a medical examiners and coroners reporting system designedto alert the Commission of consumer product caused deaths.

CPSC will continue to count on newspaper clipping service and themonitoring of the consumer hot-line as methods to alert it of potentialconsumer product hazards.

The Health Interview Survey supplemental data collected in 1975 arecurrently being analyzed to calibrate the NEISS and provide broad measuresof product-related injuries not treated in hospital emergency rooms.

There are currently no plans to develop any other ongoing datacollection procedure. Instead, as data needs arise which cannot be metby NEISS, the Death Certificate Project, or other available sources ofdata, ad hoc surveys will be considered.
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t:r i t1te~ (Chapter 4)

The report correctly notes that, until recently, the Consumer
i',fidlit. Safety Commission had no systematic mechanism for setting
it i .l iLies. The report also describes how the Commission has taken
.,vcrl] steps during the past 18 months to correct this situation,
i:lU ,!.lv the July 1976 public on of eight priority-setting criteria
i,,i ti. June 1977 designation high, mediy, and low priority product
larde;. These actions are not, the rept implies, mere ad hoc'

i.tzltions to a temporary problem. Rather, they comprise a most important
: lep, a comprehensive Commission effort, initiated long before the
ruport was written, to do just what the reports recommends: develop
procedulres for setting policy and establishing hazard priorities.

The June 1977 hazard designations were part of what was termed a
iJ--Year Review," the first in what is expected to be an annual series

;I rplanning determinations by the Commission. This review was and will
onti:uie to be a means by which the Commissioners can focus staff
:' ;oUrcsi on high-priority activities in the upcoming year's operating
ixa. The Conmlission's FY 1978 operating plan specifically incorporated
,V iRcvisions made during this review.

Also, the Commission received from the staff and reviewed a Zero-
.:i '.Budget for the 1979 fiscal year. Every staff activity, including
:,e--,-i ld, had to compete for scarce resources via an objective rating

r!',,sS. New and ongoing product-specific budget candidates were rated
1ac(ording to weighted criteria which closely paralleled the Commission's
,ight published priority-setting criteria. Weights for these budget

Lrt ria were collegially established by the Commissioners. The
',ijective ratings then became the basis for activity rankings and
'tdgIcf decision packages, according to zero-base budgeting guidance
r-t-t;}ived from OMB. The Commission subsequently made product-by-product,
; iitvy-by-activity budget decisions. A 2,300-page budget appendix
*as prepared to provide a public record of how each budget item was
r;!ied nfnd ranked by the staff.

ihe Mid-Year Review and Zero-Base Budget were immensely time-
,';:iL;11nilwg efforts because the Commission had not had previously any
;v-t:tm.itic means of setting or implementing priorities. Beginning

''iLh the 1978 fiscal year, however, the Commission plans to integrate
! i, acltions within a scheduled planning cycle, with specific pro-

!i',e *:et for each phase of the cycle. The planning cycle calendar
:!;~; ;t;iff ;t signments will be set by October 1, 1977.

!,.y e nlement for giving substance to this planning process will
- -, f Inil-range program plans to be prepared for each of the eight
:i i; pograms during the 1978 fiscal year. These plans will address
' Al ,r goalls, product candidates, process requirements, and unresolved
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issues for the various program areas. These plans will have a dual
focus, looking partly to the 1980 budget year and partly to the "out"years from 1981 to 1983. As these plans are completed, the Commissionerswill discuss key program issues and provide general guidance to thestaff. (More specific guidance will be given in the more operations-oriented planning cycle activities.) In future years, these long-range program plans will be updated as necessary, perhaps annually.

The development of a planning cycle is the central, but not only,part of the Commission's increasing effort to set priorities, monitor
their implementation, and evaluate their effectiveness in accomplishing
agency objectives. A new office has been established to perform manyof these functions and report directly to the Commissioners. Forexample, this office has coordinated staff efforts to develop Commissionpolicies and guidelines for the regulation of chronic hazards
(especially carcinogens).

After the Commission has gained experience in this effort, for
example, in two or three years, some account may be made as to howsuccessfully the Commission has implemented its priority-setting
mechanisms.

[See GAO note, p. 59.1
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Other Comments

A number of improvements have recently been made in the Commission's
management information system in an effort to improve management control
and cost accountability. In the revised system, all office staffs will
be asked to report their time spent on designated budget items, including
(but not limited to) product-specific activities. In doing so, they will
indicate what hazard program and what function (such as what regulatory
stage) is being served by their work. The staff's periodic reports will
be used by senior managers and the Commissioners to assure that resources
are being spent on activities commensurate with their designated priorities.
This revised management information system will be in place by the end of
the 1977 calendar year.

The GAO report also criticizes the Commission for not having under-
taken development of safety standards for tents and extension cords as
of June 30, 1977. However, tents and extension cords were reconsidered
by the Commission in the Mid-Year Review, which was conducted prior to
June 30, 1977. In the Mid-Year Review, the Commission decided not to
develop a mandatory standard for tents due to industry development of
voluntary standards, and all efforts by staff were discontinued at that
time. The Commission recently received a request from the National
Electrical Manufacturers Association asking the Commission to forego
the development of a mandatory standard on extension cords because it
has prepared an upgraded voluntary standard. The Commission has directed
the staff to examine the technical adequacy of the voluntary standard
and to report the results of the analysis. It is expected that this
report will be delivered to the Commission prior to the end of this
calendar year.

Conclusion

As previously stated, CPSC has been in accord with many of the GAO
recommendations as indicated by numerous management initiatives and ope-
rational revisions which are already in place. CPSC will continue regular
evaluations of its regulatory development process in order to ensure
maximum achievement of its statutory mission.

GAO note: Deleted comments refer to material contained in
the draft report which has been revised or not
included in the final report.
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CONSUMER PRODUCT SAFETY COMMISSION

STANDARD DEVELOPMENT PROCEDURE UNDER

THE CONSUMER PRODUCT SAFETY ACT

(AS DISCUSSED IN THIS REPORT)

Timeframe
Procedural steps Explanation (note a)

1. Petition (note b) Interested party requests
the Commission to develop
a safety standard or ban a
product. It includes a
justification for why the
standard is needed and
briefly describes the con-
tents of the proposed
standard.

Evaluate Commission evaluates the
petition petition to either grant

or deny it. 120 days

2. Accepted If the Commission determines
petition that an unreasonable risk of

injury exists, it grants the
petition. It therefore agrees
to either initiate developing
a safety standard, or if such
a standard would not reduce
this risk, ban the product.

Develop The Commission discusses
notice to the need for a standard,
proceed how it will address the

unreasonable risk of in-
jury, and evaluate exist-
ing standards. "promptly"

a/Timeframes as specified in the CPS Act. The Commission may
extend them for good cause.

b/A petition is not necessary to initiate standard develop-
ment. The Commission can issue a notice to proceed when
it believes an unreasonable risk exists.
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Timeframe
Procedural steps Explanation (note a)

3. Notice to The Commission issues a no-
pLoceed tice in which it describes

the need to develop a safety
standard and invites any per-
son to submit an existing
standard or offer to develop
one to reduce the risks of
injury.

Develop Potential offerors de-
offer velop proposals to sub-

mit an existing stand-
ard or to develop a
proposed safety standard
in response to the notice
to proceed. 30 days

4. Offer Proposal by a party outside
the Commission to either
submit an existing standard
or offer to develop a new
standard that the Commission
may issue as mandatory.

Evaluate If the Commission deter-
offer mines that an existing

standard would not reduce
or eliminate the risks of
injury, then it determines
if offers are adequate to
reduce or eliminate the
risks of injury. If it
selects an offer, the Com-
mission starts a standard
development proceeding. 30 days

5. Agreement Formal agreement between the
offeror and the Commission
explaining how the offeror
is to develop the standard.
It also discusses the cost
aspects (may include the
Commission contributing to
the offeror's costs), the
timeframe, extent of con-
sumer participation, and
other requirements.
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Timeframe
Procedural steps Explanation (note a)

Develop
standard Offeror develops the pro-

posed standard and sub-
mits it to the Commission,
or if no offer is ac-
cepted, the Commission
may develop the standard. 150 days

6. Recommended The standard the offeror
standard submits to the Commission.

Evaluate Commission evaluates the
recommended offeror's standard for
standard such things as how it

conforms to the agree-
ment's requirements, how
it addresses the risk of
injury, what is the cost
impact, etc. 60 days

7. Publish If the standard is accepted,
proposed the Commission publishes it
standard as a proposed standard for

public omment and possibly
will hold public hearings,

Consider The Commission reviews,
comments evaluates, and considers

comments received. 60 days

8. Issue After considering comments
standard and possibly holding a public

hearing, the Commission pub-
lishes the standard in the
Federal Register for is-
suance. Standards are to
take effect no sooner than
30 days after issuance but
not more than 180 days,
unless the Commission shows
good cause.
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PRINCIPAL OFFICIALS OF THE CONSUMER

PRODUCT SAFETY COMMISSION RESPONSIBLE

FOR ADMINISTERING ACTIVITIES

DISCUSSED IN THIS REPORT

Tenure of office
_rom To

COMMISSIONERS:
S. John Byington, Chairman June 1976 Present
Barbara H. Franklin May 1973 Present
R. David Pittle Oct. 1973 Present
Thaddeus A. Garrett, Jr. Jan. 1977 Oct. 1977
Lawrence M. Kushner May 1973 Oct. 1977
Richard O. Simpson, Chairman May 1973 June 1976
Constance B. Newman May 1973 Feb. 1976

EXECUTIVE DIRECTOR:
Michael A. Brown Aug. 1977 Present
Michael A. Brown (acting) Nov. 1976 Aug. 1977
Vacant June 1976 Nov. 1976
Stanley R. Parent (acting) Jan. 1975 June 1976
Frederick E. Barrett (acting) May 1974 Jan. 1975
Albert S. Dimcoff (acting) Apr. 1974 May 1974
Frederick E. Barrett (acting) Dec. 1973 Apr. 197.
John W. Locke (acting) May 1973 Nov. 1973

(10703)
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