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TENTATIVE AGENDA
LEGISLATIVE RULE-MAKING REVIEW COMMITTEE
Sunday, January 10, 1999
2-4pm.
Senate Finance Committee Room M-451

Approval of Minutes - Meetings of December 13, 15 and 16, 1898

Review of Legislative Rules:

a.

Division of Health
Reportable Diseases, Events and Conditions, 64CSR7

Division of Health
Medication Administration by Unlicensed Personnel, 64CSR60

Tax Commissioner
Valuation of Public Utility Property for Ad Valore Tax Purposes, 110CSR1M

Department of Tax and Revenue
Registration of Telemarketers, 119CSR301

Air Quality, Office of
Ambient Air Quality Standards for Sulfur Oxides and Particulate Matter,
45CSR8

Mining & Reclamation, Office of -
WV Surface Mining and Reclamation Rule, 38CSR2

Water Resources, Office of
Poliution Prevention and Compliance Assistance Rule, 47CSR3

Family Protection Services Board
Licensing Standards for Domestic Vioience, 191CSR1

Family Protection Services Board
Licensure of Domestic Violence Perpetrator Intervention Programs, 191CSR2

Other Business.




January 10, 1999

2:00 p.m. - 4:00 p.m. Legislative Rule-Making Review Committee
{Code §29A-3-10)

Earl Ray Tomblin Robert “Bob” Kiss

ex officio nonvoting member ex officio nonvoting member
Senate House

Ross, Chairman Hunt, Chairman

Anderson, Vice Chairman Linch, Vice Chairman

Boley Compton (Absent)
Bowman (Absent) Faircloth

Buckalew (Absent) Jenkins

Macnaughtan (Absent) Riggs

The meeting was called to order by Mr. Hunt, Co-Chairman.
The minuytes of the December 13, 15 and 16, 1998, meetings were approved.

Debra Graham, Committee Counsel, explained that the rule proposed by the Department of
Tax and Revenue-Registration of Telemarketers, 1 19CSR301, had been laid over from the previous
meeting. Sam Cipoletti, Government Relations from Bell Atlantic, and Dale Steager, Counsel with
the Department, addressed the Committee and responded to questions.

Mr. Ross moved that the proposed rule be moved to the foot of the agenda. The motion was
adopted.

Ms. Graham explained that the rule proposed by the Division of Health-Reportable Diseases,
Events and Conditions, 64CSR7, had been laid over from the previous meeting. Randy Cox,
representing the West Virginia Health Maintenance Organization Association, Dr. Henry Taylor,
Director of the Bureau of Public Health, and Larry Arnold, Counsel with the Division, addressed the
Committee. Loretta Haddy, Director of Surveillance and Disease Control for the Division,
responded to questions from the Committee.

Mr. Jenkins moved that Section 9 of the proposed rule be modified to provide that copies of
the rule are to be distributed by licensing boards or agencies. The motion was adopted.

Mr. Ross moved that the proposed rule be approved as modified. The motions was adopted.



Rita Pauley, Associate Counsel, reviewed her abstract on the rule proposed by the Division
of Health-Medication Administration by Unlicensed Personnel, 64CSR60, and stated that the
Division has agreed to technical modifications. She responded to questions from the Committee.

Mr. Ross moved that the proposed rule be approved as modified. The motions was adopted.

Ms. Graham explained that the rule proposed by the Tax Commissioner-Valuation of Public
Utility Property for Ad Valorem Tax Purposes, 110CSRIM, had been laid over from the previous
meeting. Jerry Knight, Director of the Property Tax Division, addressed the Committee and
responded to questions. Charlie Lorensen, representing public utilities, addressed the Committee.

Mr. Jenkins moved that the proposed rule be amended by removing all technical
modifications not relating to motor carriers, The motion was adopted.

Mr. Ross moved that the proposed rule be approved as modified and amended. The motion
was adopted.

Joseph Altizer, Associate Counsel, reviewed his abstract on the rule proposed by the DEP,
Office of Air Quality-Ambient Air Quality Standards for Sulfur Oxides and Particulate Matter,
and stated that the Division has agreed to technical modifications.

Mr. Ross moved that the proposed rule be approved as modified. The motion was adopted.

Mr. Altizer explained the rule proposed by the DEP, Office of Mining and Reclamation-
West Virginia Surface Mining and Reclamation Rule, 38CSR2, and stated that the Division has
agreed to technical modifications.

Mr. Ross moved that the proposed rule be approved as modified. The motion was adopted.

Mr. Altizer reviewed his abstract on the rule proposed by the DEP, Office of Water
Resources-Pollution Prevention and Compliance Assistance Rule, 47CSR3, and stated that the
Division has agreed to technical modifications,

Mr. Ross moved that the proposed rule be approved as modified. The motion was adopted.

Ms. Pauley explained the rule proposed by the Family Protection Services Board-Licensure
of Domestic Violence Perpetrator Intervention Programs, 191CSRZ, and stated that the Board has
agreed to technical modifications,

Mr. Ross moved that the proposed rule be approved as medified. The motion was adopted.

Mr. Linch moved that the Committee reconsider its action whereby it approved, as amended,
the rule proposed by the DEP, Office of Air Quality-To Prevent and Control Air Pollution from



Hazardous Waste Treatment Storage or Disposal Facilities, 4SCSR25. The motion was adopted.

Karen Watson, Counsel for the Office of Air Quality, addressed the Committee and responded to
questions,

Ms. Boley moved the proposed rule be moved to the foot of the agenda. The motion was
adopted.

Mr. Faircloth moved that staff be directed to invite a representative of the Department of
Agriculture to the Committee’s next meeting to respond to questions and discuss the rule proposed
by the Department, Marketing of Eggs Regulations, 61CSR7A. The motion was adopted.

The meeting was adjourned.
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DIVISION OF ENVIRONMENTAL PROTECTION
CECIL H. UNDERWOOD 1558 Washington Street East MICHAEL P. MIANG
GOVERNOR Charleston, WV 25311-2589 DIRECTOR

January 9, 1999

Honorable Michael Ross, Co-Chair
Legislative Rule-Making Review Committee
Room MB49-State Capitol

Charleston, WV 25305

Honorable Mark Hunt, Co-Chair
Legislative Rule-Making Review Committee
Room MB49-State Capitol

Charleston, WV 25305

Re: 45CSR25--Office of Air Quality-- “To Prevent and Control Air Pollution from Hazardous
. Waste Treatment, Storage, or Disposal Facilities”

Dear Gentlemen:

I am writing to request that the Legislative Rule-Making Review Committee reconsider
the action taken at its December 16, 1998 meeting, recommending that the above-referenced rule
be amended to impose a one-year time frame on the agency to process a hazardous waste permit.
The amendment further provided that if the agency fails to act within the one-year time frame,
the permit would automatically issue.

The subject rule, 45CSR25, is the State’s rule to regulate air emissions from hazardous
waste treatment, storage, and disposal facilities. The federal counterpart to this rule is contained
principally at 40 C.F.R. Parts 260 through 270, which is authorized by the federal Resource
Conservation and Recovery Act (RCRA), 42 U.S.C. §§6901 et seq. (45CSR25 is also based on
the authority of the State Air Pollution Control Act at W.Va. Code §§22-5-1 et seq. and the
federal Clean Air Act, 42 U.S.C. §§7401 et seq.) In order for the State to have the primary
authority to administer and enforce the hazardous waste program, it must receive authorization
from the U.S. Environmental Protection Agency (EPA). The Division of Environmental
Protection’s Office of Air Quality (OAQ) and Office of Waste Management (OWM) (the lead
State agency for the program) have been working closely with EPA to obtain full authorization of
all portions of the federal RCRA program; however, to be authorized by EPA, the State’s

. Office of Air Quality
Phone: (304)568-4022 Fax: (304)558-3287



program must be equivalent to the federal program.

With regard to the amendment passed by the Committee, the insertion of the subject
language in the rule potentially jeopardizes EPA’s authorization of the hazardous waste program
by imposing time constraints for processing permits which are inconsistent with the federal
program and by including a “permit by default” provision if the agency fails to act on the permit.

The proposed language establishing a one-year limit would apply to the processing of all
permit actions, including permits for new facilities and modifications of existing facilities. The
federal counterpart regulations do not contain a time frame applicable to the agency in its
processing of permits, new or modified, with one relatively minor exception, and that is for what
is characterized as a Class 2 modification. This type of modification is subject to a 90-day time
frame which may then be modified upon certain conditions. The OAQ’s rule as proposed
contains this 90-day time frame for Class 2 modifications and thus is equivalent to the federal
program. The effect of the Committee’s amendment is to create a conflict within the rule itself
as it peftains to the processing time for a Class 2 modification.

Furthermore, as stated previously, for all hazardous waste permitting actions other than
Class 2 modifications, the federal program does not require the agency to act within a prescribed
period of time. It should be noted the processing of permits for new facilities and the more
complex modifications for existing facilities, i.¢., Class 3 modifications, can be time-consuming
and resource intensive. A one-year time limit, even one which does not commence until the close
of the public comment period, could be problematic for these types of permitting actions.

The nature of hazardous waste facilities and the environmental permitting process
associated with those facilities is more complex and requires more extensive agency review than
most other environmental permitting programs. Specifically, hazardous waste facilities requiring
a permit under 45CSR25 must conduct at least one trial burn on their proposed emissions and a
risk assessment to identify environmental risks posed by the proposed action. In addition, there
are at least two public notice periods required in the process, and, in the case of new hazardous
waste commercial facilities, there is an entirely separate approval process involving the
Commercial Hazardous Waste Management Facility Siting Board under W.Va. Code §§22C-5-1
et seq. as well as the potential for additional public participation provided for by W.Va. Code
§§22C-6-1 et seq. providing for a public referendum on commercial hazardous waste facilities.
The one-year time frame in the Committee’s amendment could be interpreted to “trigger” from
one of the preliminary public notice periods, thus shortcutting the entire process, or, worse, could
force a direct conflict with a public referendum decision provided for by statute.

Even if the amending language is interpreted to “trigger” from the last public comment
period, there may well be times when, depending upon the significance of public comment and
that of EPA’s, one year would not be adequate to process a permit due to the necessity of
requiring the facility to submit more information or conduct additional testing. The reason for
this is, again, due to the complexity of the hazardous waste incineration process and the need to
receive and interpret more information or conduct additional testing.



In addition to a permit being issued which does not fully comply with the statutory and
regulatory requirements, a second unintended consequence of the Committee’s amendment is the
reviewing agency may determine the permit should be denied, since there is inadequate
information to support the permit and the agency is required to act within a prescribed period of
time, This result would not necessarily occur if the agency and facility had more time to generate
and review the information deemed necessary.

One more important point is that in addition to creating an inconsistency between the
federal program and the State program, the amendment creates a conflict in the respective rules
of OWM and OAQ, since the OWM's rules as approved previously by the Committee do not
contain a one-year time frame. Since both permits are necessary for a facility to begin
construction or operation, a time frame imposed on one of the two offices will not necessarily
authorize a facility to commence construction or operation of the proposed activity.

Lastly, we would note W.Va. Code § 22-1-3a requires the agency when it promulgates
rules to be consistent and equivalent to any counterpart federal program, unless there are
extenuating circumstances and the agency makes a specific written finding to that effect. The
OAQ does not believe there are such circumstances in this case. To the best of our knowledge,
the State’s hazardous waste facilities have not had to wait inordinate periods of time to obtain
permits from either the OWM or the OAQ.

For the above-stated reasons, we respectfully request the Committee to reconsider its
action and to approve the rule with the technical modifications filed with the Secretary of State
. and the Committee on January 5, 1999. However, as an alternative to striking the entire
amending language, we would suggest the amending language state as follows:

The final permit decision shall be issued within one year of closing of the final public
comment period unless public comments or other information regarding the
construction or operating parameters of the facility to be permitted indicate that
additional testing or information is necessary before 2 final permit can be approved
and that the review of the testing or information cannot be completed within the one-
year period.

We appreciate the Committee’s consideration in this matter. If you have any questions or
need additional information, please contact me at (304) 558-4022 or Karen G. Watson, counsel
to the OAQ, at (304) 558-4274,

Sincerely,

Edward L. Kropp
Chief

cc: Joe Altizer, Counsel
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John H. Johnston, Chief

Office of Air Quality

WV Division of Environmental Protection
1558 Washington Street, East

Charleston, WV 25311-2599

Honorable Michael Ross, Co-Chair :
Legisletive Rule-Meaking Review Committee
Room MB49-State Capitol

Charlsston, WV 25305

Honorable Mark Hunt, Co-Chair
Legislative Rule-Making Review Commitice
Room MB49-State Capitol

@  Crerteston, wv 25305

Re: Title 45 Legislative Rule,
Division of Environmental Protection
Office of Air Quality
Series 25

Dear Gentlemen:

During the past few years the Environmental Protection Agency, Region Il bas been
working closely with the West Virginia Office of Waste Management (EPA’s Lead State Agency
for the Hazardous Waste Program), the Office of Air Quality, and other State Agencies to update
the State’s hazardous waste regulations and make them equivalent to the federal regulations,
Some of these State agencies are in the midst of seeking Legislative approval of these regulatory
revisions. EPA has been informed that the Legislative Rule-Making Review Committee is
recommending that language be added to the proposed rule for the Office of Air Quality which
would ensure that draft permits be processed within a year of the close of the public comment
period, and if not issued as final permits within a year, such draft permits would automatically be
considered approved and final. .

. Customar Service Hotline: 1-800-438-2474
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EPA believes that such provisions would jeopardize EPA’s ability to authorize West
Virginia’s Hazardous Waste regulations. Although EPA does not have any problem with the
concept of establishing timeframes for agency action on permit decisions, the one-year time
frame being proposed is inconsistent with the federal tegulations in the following areas.

(1) With respect to new permits and Class 1 & 3 type permit modifications, there

are no federal time limits for permit approval placed on the reviewing agency. EPA’s
concern is that there is a potential to issuc a permit that is not fully responsive to public
comments, because there could be times when the Division would need more than one
year to adequately review comments received on 2 draft permit. In addition, the one-year
time frame would not necessarily benefit the regulated community becauss if the Director
believes a permit is not ready for issuance upon approaching the one-year deadline,
his/her only recourse would be to deny the permit.

(2) The one-year time frame is inconsistent with a 90-day time frame set in EPA
regulations for certain types of permit modifications (see 40 CFR 270.42(b)). At40 CFR
42(b)(1)(D), the federal regulations require that the Director must approve or deny the
request o later than 90 days after receipt of the notification request, EPA regulations
(which West Virginia is proposing to adopt) go on to address other administrative options
beyond the 90-day period. However, the proposed one-year time frame is less stringent
than the Federal requirement for a 90-day Director’s decision on Class 2 permit
modifications.

In addition, and as a general policy, EPA cannot authorize a program which includes an
approval process by default. That would be inconsistent with our requirements for public
participation at 40 CFR 271.14, 124.11, 124.17 {(a) and (¢} which provides that the public’s
comments be considered by the Director when issuing a final permit decision. It is our opinion
that any permit which is “considered approved” due to inaction by the Director would not comply
with these requirements.

Finally, EPA believes that the Office of Waste Management's permitting regulations,
which pettern EPA procedures and have been approved by the Legislative Review Committee,
would govern the permitting process. Those regulations do not have the one year time frame or
“default approval” possibility. Consequently, EPA believes that even if the Air regulations are
changed to include the additional language, there would be no real benefit since similar time
frames are not reflected in the Waste regulations and a waste permit is essential to activate
regulated waste activities at the facility.
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1 want to emphasize that much time and effort have been expended by the Office of
Waste Management and the Office of Air Quality, as well as EPA, to develop WV regulatory
revisions that would advance EPA authorization of WV's Hazardous Waste Program. I strongly
suggest that the proposed changes to the Office of Air Quality regulations not be made. Thank
you for your consideration in this matter. If you would like to discuss this further with me,
please do not hesitate to contact me at 215-814-3110.

‘Waste and Chemicals Management Division

ce: Joe Altizer, Counsel to Legisiative Rule-Making Review Committee
Karen G. Watson, Counsel to Office of Air Quality
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: TENTATIVE AGENDA
: LEGISLATIVE RULE-MAKING REVIEW COMMITTEE
Sunday, January 10, 1989
2-4pm.
Senate Finance Committee Room M-451

1. Approval of Minutes - Meetings of December 13, 15 and 16, 1988

2. Review of Legislative Rules:
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gac mod-Ne |
7 A Division of Health
or? ve Medication Administration by Unlicensed Personnel, 64CSR60
as v

4 o eo,(_, J/ Tax Commissioner
f ‘f: ! mo A o A Valuation of Public Utility Property for Ad Valore Tax Purposes, 110CSR1M
<

e &7
ot o ,/d/ Department of Tax and Revenue
Registration of Telemarketers, 1 19CSR301
the &q"ﬂ(“" ' _'
U?{ - Air Quality, Office of
%pfdo' /;1 Ambient Air Quality Standards for Sulfur Oxides and Particulate Matter,

45CSR8

7 ol / Mining & Reclamation, Office of
77 aa/ /_d /( WYV Surface Mining and Reclamation Rule, 38CSR2

LS 177
. . Water Resources, Office of '
F?//ofédd 7(26 Pollution Prevention and Compliance Assistance Rule, 47C5R3
mo%
0 J_. Family Protection Services Board
SVE ‘IaC[‘ (e Licensure of Domestic Violence Perpetrator Intervention Programs, 191CSR2

3. Other Business.

fa&wa?cﬂ@d&\\w\ $aAskK 28

45
fo0f
i,,;,;




i

. Sunday, January 10, 1999

2:00 - 4:00 p.m. Legpislative Rple-Maki view Committee
{Code §29A-3-10)
. . t

Ear! Ray Tomblin, ex Robert 8. Kiss, ex
officio nonvoting member ' officio nonvoting member

£

v R Chair nt, Chair

(Aé;sc’rson, Vice Chair inch, Vice Chair
Bowman mpion
Macnaughtan Jenkins

Boley L Eajrcloth
Buckalew ,/Rj;;gs

o
.,;; ,ﬂ ‘ 3‘)&1‘0-3" Dec, 7 3 s e ﬁ,qo,dwoc
. /d-'-( -/ E/emmf@ffncr

3 g_f/a¢?ef ”7;;: goAdvesseel 7‘4 s /we.;omd'cOL
4[3 ff Tk m‘x}?
ﬁass d( . fAgareoe wc/e... aafdoéog.

dt

&

ao¢$$ mo\k— role ’Q‘:o'{' OQ \\&M_ OQO—
N}

adiple =
//eaﬁ“ %_)epa//aé/a Q.u-c-a ges

Fass (;A woe G5 Mok
. o ?3,,4 Ry £l d%‘fewa/ac o
écf ()amsef/ 80/7[— daé//ﬂff-’f‘{ ‘/é @

Aﬂ// Hrne
,j::ﬂfrh f/}o]d(% & 9 73 p{'{}l})JL— \]b/'lowL a'qo;cJ‘ p /a,/cJ‘
Qjapl'f 75 be Ans fr bt {,7 / aemi?f &Wc/ oV

ZQen gres .




P

. f_’{De:ﬂ'\' ~ Nedicalnm

ﬁ/.ﬁ cr./b»é:h'c—d— /vS,oma/c'O( 74 6/':/

[To3s Raorwe €S mo
Mfffk”lf
iy - Rbls UALY
frass . Agove offeoh ek

Jers ﬁ’m kda’d/'-‘{%da/“.% C?
@4;,/,4.‘ 4)214 " e e O

j;n/é(??.f /szam z/! Seehnieal oA

/e Du a/,f/»,_-: VYN /43/‘-

[ ) Jot  eplen
Sysss M Aaordve  as ol
djcf

,ﬂ-oc- e\(p/a’:nc(/
j{:ﬂdd’ /Q/qo/&/f_ ay mwf/ﬁc‘ﬂ/
MW/‘A‘ g

Uaﬁf (Prdda/a_q_ - /ad/é Ao

:.iﬁ”"/‘(/ /Olvﬁ@:{m - Lieensnure——e
® i ocpbnd .
/ﬂs.s ﬂﬁ,&lé&cd asr o /{;a/

vrnhg and ggeémaqu ——Junéct x
7020 7




. &Ky CSKE RS

fncé‘{ /j;)eedr)a;d’cr ,A’ do/{in aJAe/Gév #‘ &r’?:/?cf:a/ /&/&
J{J“O /{ézen wdé‘m éd{dfft.wc{ ‘/{'- 0 £ /ev‘péﬂa/ca( 7"‘& Z‘
6{47 - Feot~ of Tetesr é?rza./a-_—

P74

r."; 2 _E_
f“fﬁ/’% ﬁcmaoc/?éle- -
(;?4:7“.,‘37‘ /977f be S A f""f""’"’(% 7 £ Aes eoss

.,4;{ rege




REGISTRATION OF PUBLIC
AT
COMMITTEE MEETINGS
WEST VIRGINIA LEGISLATURE

Committes L&ﬁ]&%« Je Bule -Maki nc;,’adiemaomm{ﬂeé- Date_|- 1D 99

1§-C-66-1a
Revigsed 1-10-97



JANUARY |1



TENTATIVE AGENDA
LEGISLATIVE RULE-MAKING REVIEW COMMTTEE
Tuesday, January 12, 1999
9-11am.
Senate Finance Committee Room M-451

Review of Legislative Rules:

a.

Department of Tax and Revenue

- Registration of Telemarketers, 119CSR301

Division of Health
Emergency Medical Services, 64CSR48

Division of Health
Behavioral Health Client Rights, 64CSR59

Division of Health
Behavioral Health Consumer Rights, 64CSR74

West Virginia Board of Pharmacy
Rules of the Board of Pharmacy, 15CSR1

Office of Air Quality
To Prevent and Control Air Pollution from Hazardous Waste Treatment,
Storage, or Disposal Facilities, 45CSR25

Division of Health
Public Water Systems Capacity Development, 64CSR61

Division of Health
Infectious Medical Waste, 64CSR56

Division of Health
Benchmarking and Discount Contract Rule, 65CSR26

Accountancy, Board of
Board Rules and Rules of Professional Conduct 1CSR1



. 2. Other Business

a. Direct the staff to prepare and submit the Committee’s report and a bill of
authorization for each ruie contained in the report.

b. Designate bill sponsors.

C. West Virginia Department of Agriculture
Marketing of Eggs Regulations, 61CSR7A



January 12, 1999

9am.-11 am. Legislative Rule-Making Review Commitfee
(Code §29A-3-10)

Earl Ray Tomblin Robert “Bob” Kiss

ex officio nonvoting member ex officio nonvoting member
Senate House

Raoss, Chairman Hunt, Chairman (Absent)
Anderson, Vice Chairman Linch, Vice Chairman

Boley Compton (Absent)
Bowman Faircloth

Buckalew (Absent) Jenkins

Macnaughtan (Absent) Riggs

The meeting was called to order by Mr. Ross, Co-Chairman.

Debra Graham, Committee Counsel, explained the rule proposed by the West Virginia Board
. of Pharmacy-Rules of the Board of Pharmacy, 15CSR1, and stated that the Board has agreed to
technical modifications. Richard Stevens, West Virginia Pharmacists Association, and Doug

Douglass, Executive Director of the Board, responded to questions from the Committee.

Debra Graham distributed a list of proposed modifications submitted by the Board to the
Committee members.

Mr. Anderson moved that the Board’s proposed modifications and technical modifications
be approved. The motion was adopted.

Mr. Riggs moved that the proposed rule be approved as modified. The motion was adopted.

Ms. Graham stated that the rule proposed by the Deparfment of Tax and Revenue-
Registration of Telemarketers, 119CSRI, had been placed at the foot of the agenda at the
Committee’s last meeting. She distributed a copy of the proposed modified rule submitted by the
Department to the Committee.

Mr. Anderson moved that the proposed modifications be approved. The motion was adopted.

Mr. Anderson moved that the proposed rule be approved as modified. The motion was
adopted.



Joseph Altizer, Associate Counsel, explained the rule proposed by the Division of Health-
Emergency Medical Services, 64CSR48, and stated that the Division has agreed to technical
modifications. Mark King, Director of Emergency Medical Services, and Kelly Blackwell, Chief
of the Bridgeport Fire Department, addressed the Committee and responded to questions.

Mr Linch moved that the proposed rule be moved to the foot of the agenda. The motion was
adopted.

Rita Pauley, Associate Counsel, reviewed her abstract on the rule proposed by the Division
of Health-Behavioral Health Consumer Rights, 64CSR74, stated that the Division has agreed to
technical modifications and responded to questions.

Mr. Anderson moved that the proposed rule be approved as modified. The motions was
adopted.

Mr. Altizer reminded the Committee that the rule proposed by the DEP, Office of Air
Quality-To Prevent and Control Air Pollution From Hazardous Waste Treatment, Storage or
Disposal Facilities, 45CSR25, had been reconsidered and moved to the foot of the agenda at the
January 10, 1999, meeting with technical modifications and an amendment pending, Karen Watson,
counsel for the Office of Air Quality, responded to questions from the Committee.

Mr. Linch moved that the Committee reconsider its action whereby it adopted an amendment
to paragraph 5.12.1.c of the proposed rule at the December 16, 1998, meeting. The motion was
adopted.

Mr. Anderson moved that the proposed rule be approved as modified. The motion was
adopted.

Mr. Ross told the Committee that he had just been handed a letter withdrawing the rule
proposed by the Division of Health-Behavioral Client Rights, 64CSR59.

Having voted on the prevailing side, Mr. Anderson moved that the Committee reconsider its
action whereby it approved, as modified, the rule proposed by the Division of Health-Behavioral
Health Consumer Rights, 64CSR74. The motion was adopted.

Mr. Anderson moved that the rule be moved to the foot of the agenda. The motion was
adopted.

Ms. Graham explained the rule proposed by the Division of Health-Public Water Systems
Capacity Development, 64CSR61, and stated that the Division has agreed to technical medifications.

Mr. Anderson moved that the proposed rule be approved as modified. The motion was
adopted.



Ms. Pauley reviewed her abstract on the rule proposed by the Division of Health-Infectious
. Medical Waste, 64CSR56, and stated that the Division has agreed to technical modifications.

Mr, Anderson moved that the proposed rule be approved as modified. The motion was
adopted.

Mr. Ross stated that the rule proposed by the Division of Health-Emergency Medical
Services, 64CSR48, would be next. Mr. Blackwell and Mr, King addressed the Committee and
responded to questions.

Mr. Anderson moved that the Committee request that the Division withdraw the proposed
rule be withdrawn by the agency. The motion was adopted.

Ms. Graham explained the rule proposed by the Health Care Authority-Benchmarking and
Discount Contract Rule, 65CSR26, and stated that the Health Care Authority has agreed to technical
modifications,

Mr. Bowman moved that the proposed rule be approved as modified. The motion was
adopted.

Ms. Graham reviewed her abstract on the rule proposed by the Board of Accountancy-Board

Rules and Rules of Professional Conduct, ICSRI, and stated that she had not been contacted by

. the Board regarding the technical modifications. Barry Kerber, Assistant Attorney General
representing the Board, stated that the Board agrees to the technical medifications.

Mr. Faircloth moved that the proposed rule be approved as modified. The motion was
adopted. ( ree

g

. Linch moved that the Committee direct its staff to prepare the Committee’s report and
submit'to the clerksof each House; m&aﬁh&sﬁé draft a bill of authorization for each rule
contained in £ and cause the bills to be introduced in each House with the
me; of the Comm'{\ice as sponsors

Y ~theic ms@ed‘\% houney

-~

A
b&\% Mr. Faircloth told) the Committee that he intends to continue working with the Department
of Agriculture on the rule proposed by the Department, Marketing of Eggs Regulations, 61CSR7A.

Mr. Anderson told members of the Committee that any cutstanding issues regarding the rule
proposed by the Division of Health-Behavioral Health Consumer Rights, 64CSR74 would be
worked out in the Standing Committees,

Mr. Anderson moved that the proposed rule be approved as modified. The motion was
adopted.

The meeting was adjourned.
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DEPARTMENT OF AQRICULTURE
Food Safety and inspection Service
7 CFR Part 59

[Dociet No. §7-080F}
AIN 0583-ACO4

Refrigoration
Raquirements

and Labeling
for Shell Egga

aaeNeY: Food Safery and Inspection
Service.

AcTION: Pinal rule and request for
comments.

sUMMARY: The Food Safety and
Inspection Service (FSIS) is revising its
regulations governing the inspection of
oggs and egg products 10 implement
1991 amendments to the Eg¢ Products
Inspection Act (EPIA). These
arendments require that shell 2ggs
packed for consumer use be stored and
rransported under refrigeration at an
ambient temperature not to exceed 45°F
{7.2°C). In addition, the amendments
require that these packed shell eggs be
labeled to state that refrigeration is
required. Finally. the amendments
require that any shell eggs imported into
the United States packed for consurer
use {nclude a certification that the eggs.
at &l1 times after packing. have been
stored and tansported at an ambient
temperature of no greater than 45°F
{7.2°C).
DATES: Effective Date: The effective date
of the final rule is August 27. 1998.
Comment Date: As noted below. the
proposed rule concerning refrigeration
and iabeling requirements for shell eggs
was published on October 27, 1992.
Becauye the proposed rule was
published approximately six years ago,
FSIS is requesting comments on this
final rule. FSIS requests comments on
the economic impact analysis in these
regutations and on options for
monitoring compliance with the

refrigeration and iabeling requirements.
Comments must be received on of
pefore October 26, 1998.

ADDRERSES: Send an original and two
coptes of comments to: FSIS Docket
Clerk, Dockey #37-069F, Room 162,
Cotton Annex. 300 12th Street, SW,
Washington, DC 202503700, Reference
material cited in the document and any
comments recelved will be avallable for
public inspection in the FSIS Docket
Room from 8:30 a.m. 10 4:30 p.m.,
Monday through Friday.

FOR FURTHER INFORMATION CONTACT:
Parricia E. Stolfn, Assistant Deputy
Administrator, Regulations and
Inspection Merhods, Food Safety and
Inspection Service, U.S. Department of
Agriculnure (202} 205-0899.
BUPPLEMENTARY INFORMATION:

Background

In 1991, as part of the Food,
Agriculture, Conservation and Trade
Act Amendments of 1981 (Pub.L. 102~
237} {hereafter referred to as 'the 1991
EPIA amendments’}, Congress amended
the EPIA to require that egg handlers
store and transport shell eggs destined
for the nitimste consumer under
refrigeration at an ambilent temperature
of no greater than 45°F (7.2°C} (21 US.C
1034(a} {D{A)). {See also 21 us.c.
1037{c)). The 1991 EPIA amendments
specify that these refrigeration
requirements apply to shell eggs after
they have been packed into & container
destined for the ultimate consumer. The
1891 EPIA amendments 2iso require
that egg handiers label the sheil egg
containers 10 indicate that re eration
is required (21 U.S.C. 1034{e) (1) B)). In
addition, these amendments require that
any eggs packed lnto 2 contalner
destined for the ultimate consumer and
tmported into the United States tnclude
a certification that the eggs have, at all
times after packaging, been stored and
transported at an amblent temperature
that is no gresater than 45°F (1.2°C} (21
U.5.C. 1046(a)). The 199] EPIA
amendments specify that these
requirements hecome effective 12
months after promuigation of final
regulations tmplementing the E
amendments {21 U.S.C. 1034 note}.

The Agricultural Marketing Service
(AMS) proposed 8 rule in 1892 to
implemant the 1991 EPIA amendments
(57 FR 48563, October 27.1882)
however, AMS never published = final
rule incorporating these amendments

Ms.

into the reguiations governing the
inspection of eggs and egg product
Following enactment of the Feders
Crop Insurance Reform and Depary

tlon Act

food safety issues were consolidatde
FSIS. Because these sratutortly
mandated requirements are intend
improve food safety. FSIS. rather te
AMS, ts promuigating this final ru
revise the regulations governing

transferring the provisions CORCent
refrigeration and iabeling of shell
from 7 CFR, Chapter ], ta 9CFR.C
IiL se that these provislons will bes
(he same title as the Federal meat
oultry products inspection reguidg
The 1998 Appropriations for §
Agriculture, Rural Development. I
and Drug Administration, and Rel
Agencies {1998 Apprepriations) (5§
105-86) provides that £5 million g
FSIS' annual appropriation wiil bd
available for obligation orly after @8
promuigatesa final rule td
implement the refrigeration and l
requirements included in the 199
amendments, The Agency is thus
revising its regulations to irmplems
these reguiraments. FSIS ts adopty
proposed regulations published
concerning refrigeration and labell®
shell eggs with some technlcal chak
hased on its review of the propose
and the comments on that proposig.
In additton to the refrigeration
Iabeling requirements, AMS's pro
rule included revisions to 7CFRHT

Grading of Shell Eggs and U.S.
Standards, Grades, and Waeight Cl§ses
for shell eggs. FSIS is publishing W5

final rule on the refrigeration and
labeling requirernsents but 1s not rg

part 36.

Under the 1991 EPJA amendme!
USDA 1s responsible for enforcing
refrigeration and labeling requlre
at storage factlities and transport
vehicles of shell egg packers {21
1034 {e){1) and (2)}. The Secretary
Health and Human Services 1S
responsible for enforcing the labe
and refrigeration reguirernents at
manufacturing establishments.
instirutions, and restaurants, othe:
plants packing eggs (Z1 U.S.C.
1034(e}{3)).
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On May 19, 1998 (63 FR 27502}, FSIS  Size of Establishments Required to from a flock of 3.000 hens or less (g
Comply With the Rule §59.690).

.nd the Food and Drug Administration

{FDA) published an advance natice of
proposed rulemaking (ANFR}
concerning Salmoneiia enteritidis {SE}
in eggs. Through this notlce, the
Agencies are sseking to identify farm-to-
table actions that will decrease the food
safety risks assoclated with shell eggs.
The ANPR may result in additional
Agency actions concerning shell eggs.
Although this final rule may bring about
a small reduction in SE risk. it does not
address many of the underlying food
safety preblems posed by eggs. These
probiems can only be deelt with in the
context of 2 broader process that
examines a varlety of food safety issues
in addition to ambient air temperatures.
Through the ANPR. FSIS and FDA are
looking at how best 10 address the food
safety concerns of shell eggs as part of
thefr mutual farm-to-tabie HACCP
strategy. Any additional actions that
may result from this process will be
considered in light of {dentifted public
health risks and available aiternatives.

On June 12, 1998, F5IS completed a
risk assessment concerning SE in shell
eggs and egg products in response to an
increasing number of human {linesses

.associated with consumption of shell
eggs {FSIS, Salmonella Enteritidis Risk
Assessment, Washington. DC, June 12,
1998). The objectives of this risk
assessment are to: establish the
unmitigated risk of foodborne illness
from SE. identify and evaluate potential
risk reduction strategtes. identify data
needs. and pricritize future data
collection efforts. This risk agssessment
developed a mode! to assess risk
throughour the egy and egg products
continuum, The risk assessment model
was used to estimate tha possible
benefits of this rule, as discussed below,

Comments

e r—

Crnie hundred and fifty-nine comments
were submitted In response to the
proposed rule. Thirty-one commenters,
including private citizens, Stawe
departments of agriculture, several trade
associations, and several members of the
egg {ndustry, supported the proposal.
The remainder of commenters opposed
the proposed rule or suggested
alternatives to it. Commenters opposed
to the ruie Included private citizens,
rade agsocfations. and members of the
egg industry. The majority of comments
from the egg industry opposed the rule
and suggested alternatives to it, Six .
comments were recelved after the close
of the comment perfod. All of these
comments were generally opposed to

1

the proposed rule.

Several small producers
recommeanded exempting from the
refrigeration and labeling requirernents
producers with flocks of 5,006, 10.00C,
or 50,000 hens, or exempting producers
that marketed a specified number of
cases of egigs or a specified number of
eggs per week, such as 500 cases per
week or 1,200 eggs per week, These
producers wanted an exemptien from
the refrigeration requirements because,
they stated, the high costs of complying
with the refrigerstion requirements
would effectively force them out of
business. In contrast to these comments
from small producers, several other
producers and several assoclations
stated that all egg Industry members
should be treated equally, and that ne
producers should be exempt from the
refrigeration and labeling requirements.

Several commenters stated that they
had flocks of less than 3,000 layers but
packed eggs from other producers.
These commenters asked whether the
refrigeration and Jabeling requirements
waould apply to them.

Consistent with current regulations
that exempt from Inspection egg
handlers with flocks of 3,000 or {fewer
birds {see §55.100), the 1981 EPIA
amendments specify that any egg
handler with a flock of 3.000 layers or
less is not subfect to inspection for
purposes of verifying compliance with
the refrigeration and labeling
requirements {21 U.5.C. 1034(e}(4)).
Gtiven this consistency, FSIS is
responding 1o Congress’s clear intent
and limiting the exemptien from the
refrigeration and labeling requirements
in §58.50 to egg handlers with flocks of
3,000 er fewer layers {§ 58.50(c}).

In response to the comments
suggesting that the refrigeration and
labeling requirements should apply to
all producers, the Agency points out
that the statute provides that the
refrigeration and jabeling requirements
In the 1991 EPIA amendments are not
applicable o any egg handler with a
flack of 3.000 or fewer layers, FSIS
concludes that, for clarity, s
apprloprlate to reflect this fact tn its
ulatl

Egg packers who obtain eggs from

other producers will not be exempt from:
the refrigeration and labeling "
requirsments. The exemption will only
apply to egg handlers with a flock of :;
3.000 or fewer layers who pack eges
from thelr own flock. This exemption Is

consistent with the exemption from’
registration requirements for producer:
packers with an annuzl egg product!

% costs, much higher ongoing yearl

5 the Rule

Appraximately half the commen
stated that the rule would impose ¥
costs on the industry. Many small
pusinesses stated that the compliange
costs associated with this rule cou
force them out of business.

Several commenters stated that
believed that the cost estimates {n
1892 proposed rule were too low 2
provided their own cost projectio
example, one small producer statef thet
it would cost its family-owned bus
approximately $200.000 to compl
the requirements, One association fhat
represents the poultry, egg. and aljed
{ndustry recetved information fro
members on the price of refrigeraty
trucks; One member astimated thafle

ajor

would cost $92.000. and another
producer stated that a used refrige
traller porzion costs $25,000. The
association stated that. on the hasifiaf
this information, the cost of replad
and modifying the industry’s fleet
exceed the estimates made by the
Department.
n addition, several commenters
stated that costs would be partl
high because at the time the propdge
rule was published. the Envire
Protection Agency {(EPA} was rev
laws cencerning refrigerants. Theq
comumanters balleved that, subsegfent
to purchasing new refrigeration
equipment to cormply with the 45°
refrigeration requirements, they
agaln be required to replace refrig@ation
equipment once the new EPA law
regarding refrigerants went into offp
{ve members of the industry st
that the proposed rule would be
extrernely costly ta the entire she
industry These cornmenters state
the cost analysis included in the
proposed rule ignored major costy
as new higher powered refrigerat
units for both warehouses and ve
greater insulation requirements fo
warehouses and vehlcles, ongoing
depreciation expenses per year ¢
new refrigeration equipment.
replacement costs of new equipm
after its useful life, yearly mainte

energy costs required for higher
powered refrigeration units, and tie
effects of Inflation. These comme
stated that compliance costs wou
outweligh any benefits of reducing
of salmonellosis. In addition, thes
commenters stated that the increage
compliance casts would force sma
producers and smaller distribute

of bustness, resulting in layoffs s
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ddition, they statad that the higher cost
of compliance would result in higher
consumer prices for eggs.

The same five commenters discussed
in the preceding paragraph stated that
the requirements for impotted eggs
could also have a negative impact on
{nternational trade. These cammenters
stated that food products prepared with
shell eggs abroad may not meet the U.5,
refrigeration tequirements for shell ¢
production. Thus, they maintained, the
refrigeration requirements would lead to
restrictions on Imports of foreign food
iterns prepared with shell eggs If
refrigeration requirements In 2
particular country did not meet U.S.
standards.

Finally, one assoclation suggestaed
costs o the industry might increase
because of increased taxes an energy
consumption.

Although the Agency agrees this rule
is likely to result in an increase In costs
to the industry, the 1931 EPIA
amendrnents and the 1998
Appropriattons require that FSIS
promulgate this final rule. The Agency's
current cost Impact analysts Is
discussed below, under the hesding,
“Incremental Soclal Costs.” The original

.analysis of the costs of the regulation
was conducted {n 1992, The current
analysis updates the 1932 cost estimates
for inflation and changes (n the Stare
regulatory environment. The comments
submitted in response to the analysis in
the proposed rule wers based on 1992
costs. For these reasons, the Agency is
providing opportunity for comment on
the updated economic impact analysis.

In the discussion of the cost 1o the
industry, the Agency notes that many
States already have enacted laws that

.l;xigher rates of unemployment. In

Finally. with regard to costs that may
be imposed due to taxes on energy
consumed, no significant new taxes
have been {mposed based on energy
consumed.

Transportation

—NIEAY comments from members of the

egg Industry concerned problems with
complytng with the proposed
transportation requirements, Some
commenters stated that the cost of
complying with the ransportation
requirements would be extremely high
for them. Others stated that maintaining
45°F during transportation would nat be
possible. For example. one company
stated that {ts rucks averape sixteen
deliverles per toad, and. in certain
situations, the truck doars remain open
for ten to Aifteen minutes during
delivery. Therefore, the company
explained. on a warm day. it is
tmpossible to maintain the 45°F
temperature In the truck, Another
commenter stated that producers
servicing family-owned markets and
restaurents use a truck with less than
one ton capacity, and that a truck of this
size is not made with a refrigeration unit
with enough cooling capacity to
maintain 45°F. One association
explained that many of its members
belleved that the constant opening and
closing of the truck’s storage
compartment during local deliveries
would prevent the truck from reaching
an amblent temperature of 45°F.

About 20 commenters offered a
variety of alternative options for
exempting small producers from the
requirement that shell eggs remain
refrigerated during transportation. These
alternative options Included exernpting
fram refrigaration requirements eggs

require ambient temperatures of 45°F for  delivered within a certain radius of the
packing factlity, eggs delivered in a
certain slze truck. and eggs delivered

shell egg storage and transportation. As
expiained below, producers in these
States may not incur any significant
costs as a result of this rule. In the other
States, there is Ilkely to be some
Increase in costs to the industry.

In regard to EPA laws concerning
refrigerants, FSIS notes that those laws
are {n effect. A1 this time. the industry
will have met these EPA requirements,
Therefore. these regulations will not
affect industry complience with EPA
regquirements,

n response (o the comments on
internarional trade, it should be noted
that the requirements in these
regulations apply to imported shell eggs

.that are not imported under disease
restriction and are destined for the
ultimate consumer. The requirements
do not apply to ether Imported
processed food products containing

eggs.

The specific requirement of the 1891 \
EPIA amendments is that shell eggs be
refrigerated at 45°F during

wansportation.Other than the

exemption for egg hapdlers with 3,00
ers, the statute does not
’g‘-‘i‘fﬂde any exemptions from the

requirernent that shell eggs be
refrigerated during transportation.
Therefore, the Agency has no discretion
concerning this requirement and is not

Qﬂt were requested by the com

making the changes in the regulations

Alternative Temperature Requirements
About 15 commenters suggested that
epgs should be held at temperatures
above 45°F, such as 50°F, 55°F, or 60°F.
One commenter noted (hat the current
voluntary grading program regulations

require that eggs be kept at 50°F. ag
that a change to 45°F would be a
significant change. Several commae
stated that refrigerating eggs at 45°
would cause them to ~“sweat’” whe
are exposed to non-rafrigerated
conditions. These commenters sta
that wet eggs can allow the passagd
waterborne hacteris into the egg.
Several commenters offered
suggestions for additional refrigera
requirements. One member of the
industry suggested that the rule m
be anhanced if it specified the tim
allowed for the shell eggs to reach
internal temperature of 43°F. Seve
other commenters recommended

establishing refrigerstion requirerrgnts
that would apply 1o eggs prior to
packing. For example. one State
department of agriculture suggestel that
shel] eggs should be refrigerated agBS°F
or lower, within 24 hours of beingfid,

unti} the egg is washed and packeq

The statute specifically requires
eggs packed for consumer use be
and transported at 45 °F. Therefor:
Agency has no dlscretion concern
the required temperature.

In response tw the suggestions
coneerning additionaf refrigeratto
requirements, the 1991 EPIA
amendments do not specify
requirements concerning the inte
temnperature of eggs or an ambient
temperatura requirement for eggs
are not yet packed. Howaver. thes
acticns may be considered as part
review that flows from the joint F3
FDA ANPR. FSIS or FDA may tak
further action in response to thesd
comments at a later time,

Benefits of the Regulation

Appreximately 50 commenters
gquestloned whether this regulatio
woutld result in any health benefiy
Commenters stated that safety pro
related to eggs are caused by inad
food preparation in restaurants a
hotels, and that refrigeration by
producer will not remedy this pro

ishandling by the consumer. Ot
mraenters stated thar the Agend
puld focus efforts on spectfic eg
reduction establishments or pa
egions where Salmonelia has bed
etectad.

Five comments from members
shell egg industry stated that the
inadequate scientific evidence to
the preposal, and that avallable st@dies
show that relatdvely few salmoneljpsis
cases can be attributed directly tofhell
eggs. Therefore, these commente
asserted, there is a need for more
complete epideminlogical studies@nd



45566

Federal Register/Vol. 63, No. 166/Thursday, August 27, 1998/Rules and Regulations

es that zre direstly linked to

nadequate refrigeration of sheli eggs
held by producers and distributors.
These commenters noted that studies
show ne growth of SE tn eggs with an
internal temperature of 45 °F! however,
the commenters explained that the
internal ternperature of eggs will not
reach 43 °F as soon as they are stored
under refrigeration. They also argusd
that packed eggs may never reach this
temperature throughout the distribution
process. Similarly. another commenter
stated that commercial processing
plants will be unable to bring eggs to 45
°F before they are transported,
especially when they are packed in
cartons. cased, and stacked on pallets,
This commenter also questioned
whether the amblent temperature
refrigeration requirements would
improve the safety of shell eggs.

In conwast, several commentars stated
that they belteved that these regulations
would tmprove the safety of shell eggs.
For example, one medical assoclation
stated that existing sclent!fic evidence
provides a sufficient basis for requiring
that shell eggs be stored and transported
in refrigerated mucks at an ambient

temperature of 43 °F, and that this
Oreﬁ'lgmtlon requirement would control
the replication of SE. This commenter
stated that. once the rule is effective,
reported cases of SE {n humans will be
markedly reduced. An epidemioclogist
employed by a Federal agency stated
that most iman cutbreaks of SE In
which shell eggs were the probable
source could have been prevented if
time and emperature abuse had not
taken place.

Although there is no consensus
concerning the level of healith benefies
these regulations may achieve, the 1841
EPLA amendments and the 1998
Appropriations require that FSIS
promulgate this final rule.

Int response to concerns regarding
food safety problems because of
mishandling of at retail
establishments, FDA may propose a rule
addrassing refrigeration of eggs at retail,
as discussed in the ANPR.

With regard o public education
efforts, the Food Safety Education and
Cormnmunications Staff within FSIS
provides {nformation to the public
concerning nurmnerous food sefety issues,
Including egg-related focd safety fssues.

This office provides food safety
&ducmkm informatton through USDA's
oll-Free Meat and Poultry Hotline {1~
800-525-4555), through public service
announcements, printed matertats, and
a varlety of communication channels. In
addition. FSIS makes this information

adocumentaﬁon of actual salmonellosis

available over the Internet {URL: http./
Fararw fsts.usda.gov/)

Finally, as noted under the heading.
"Incremental Soclal Benefits.” the
Agency has estimated that these
regulations would result in a mean
reduction of 1.54 percentin
salmonellosis cases related to SE in
shell eggs. To estimate the reduction of
the number of salmonellosts cases that
would result from the Implementation
of these reguiations. FSIS's risk.
assessment model. discussed belaw.
was adjusted so that al] eggs were
exposed 10 ambtent temperatures of 45
°F or lower after packing. The risk
assessment predicts that additdonal
measures would resuit {n greater
benefits than would result from the
amblent temperature requirements in
this rule. For example, the risk
assessment predicts that maintaining
ambient temperatures of 45 °F
throughout processing and dtstribution
{that is, from processing through retail}
will resalt in an eight percent average
reduction In human SE llnesses. In
additlon, the risk assessment model
predicts that maintaining internal
temperatures of eggs at 45 °F would
result in a twelve percent decrease in
human SE illnesses {FSIS, Salmonella
Enteritidis Risk Assessment,
Washington, DC, June 12, 1898: 26-27).
The Agency recognizes that requiring an
tnternal shell egg temperature of 45 °F
(7.2 °C} wauld result in greater benefits
than an ambient temperature
requirement: however, the statute
provides for an ambient temperature
requirement only. and any such
additional requirement will have to he
considered in response to the ANPR.

Labeling Requirem
pPpraximately 30 commenters were

apposed to the labeling requirements.,
Some of the commenters mistakenly
belleved “warning labels” would be
required. Others stated that the labellng
provisions were unnecessery because
they believed consumers know that eggs
should be refrigerated. Finally, many of
these commenters belteved the labeling
requirements wouid be costly for
producers, and that increased costs
would be incurred by consumers,

Several commenters who supported
the labeling reguirements suggested
requiring additional information on egg
containers, zuch as a “pull date” or
expiration date; a statement identifying
the flock that produced the eggs (n the
container; the phrase, "keep refrigerated
ar 45°F or below™; and the packing date
and the packing plant nurnber,

Three comments were from
companies promoting time/temperature
indicators. The companles explained

that thesa indicators are labels thatlRet
as tempereture recording devices afid
change color to indicate the tempegture
at which the carton is held and the
length of time the carton is hejd at
particular temperature. These

commaenters suggested that time/
temperature indicators shouid be 3
10 agg CArtons.

Establishments can meet the lab
requirements adopted in this rule @
§§58.50(b), 59.410{a). 59.950(a}{4)
59.955{a)(6}) simply by including e
phrase, “Keep Refrigerated,” or wdids of
similar meaning. on the sgg contalggers,
Therefore, the labeling provisions
not require a warning statement.
Agency has determined that addt
phrase to sheil egg labeling will re
in only minimal costs for produce
do not currently Include this labelfihg on
egg cartons. Furthermore, many
producers are cutrently labeling ef
cartons to indicate that the produd
should be kept refrigerated.

With regard to the recommenda
for additional labeling requireme:
statute does not specify any addite
labeting provisions, and the Ageng
not Including additions! labeling
requiraments in these regulations.

Implementation Detalls

the rule would be implemented =
provided suggestions concerning

facilities, For example, severat
commenters questioned the part!
location an inspector would use |
a cooler or a truck to obtain the a
temperature, One commenter
recommended that the temperatu

after all doors are closed. One
commenter asked what would hagie
during a mechanical breakdown, 4
whether producers should use re
thermometers both In coocler roa:
trucks. One assoclation suggested
inspection of coolers be handled 4
case-by-case basis because, the
association explained, no two coogy
are alike, and thelr configurations@nd
holding capacities differ. The
assoclation also recommended thy
cooler doors be closed for at least gve
minutes before temperattire readigs are
taken, and that readings be taken § at
least three locatfons, This same
commenter recommended that tr
Inspections be limited to trucks o
property not being leaded, and th
inspection of trucks occur before
londing, with the door closed for 4
flve minutes and refrigeration
equipment operating. Finally, thig
commenter stated that when plan} are
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found to be cut of compllance with the
emperature regulations, consideration
should be gtven for re-Inspection within
the annual quarter before a citation is
izsuied,

Several commenters questioned the
intent of proposed § 59.134(b}. They
were concerned that the provislon
stating that “the pertmeter of each
cooler room * * * shall be made
accessible” would require thar they
create a walking atsle around the cooler
room, or that the entire perimeter would
need to be accessible for Inspection. The
commenters explained that to make the
entire perimeter accessible to an
inspector would result in reduced
storage capacity and Increased costs,

rasponse to the concerns about
accessibility of the perimeter of the
cooler room, the Agency advises that it

does not lntend that producers would be  as a restaurant or hotel. that buys Inspectors will verify that storage

required to reduce storage space or
create a walking aisle. The Agency is
specifying that the perimeter must be
accessible because it may often be the

egg handler with a flock of 3.000 lafers
promulgation of final regulations or less 1s not subject to inspection i
implementing the amendments (21 purposes of verifying compliance
U.E.C. 1034 note). Therefare. the L wmmdhbeung__
Agency does not have the authorlty to - req_u rements {21 U.S.C. 1034{e){4)

provide for an extended phase-in o monitor temperatures in stors

become effectlve 12 months after

period. rooms and transport vehicles, egg
handlers with flocks of more than |
Technical Suggestions layers may choose to instail
A State departrnent of agriculture thermometric equipment and

commented that the proposed definition  temperature recarding devices;
of "immediate contalner” is confusing  however, these regulations do niot
and recommended changing the phrase  prescribe the means by which egg
"“not consumer packaged,” as used In handlers are to comply with these
the proposed deflnltion, to "not provisions or to monltor their
packaged by the consumer.” compliance. Thesa regulations alld
In responsa to the comment establishments the fiextbiliry to
concerning the definition of “Immediate determine how to meet the statuta
container.” the Agency points out that requirements and how to monitor
the phrase, "not consumer packaged” ensure thelr compliance. U.S.
refers to epgs packed for a buyer, such Department of Agriculture (USDA

contalners of eggs larger than those for  facilities and transport vehicles
household consumers. This definition  refrigerated at or below 45°F {7.2°
simply provides that an !mmedlate In §58,5. FSIS ls adding new

contatner could be a carton for definitions to the regulations to ref§e

warmest area In the cooler, and because  household consumers or a larger the terminology in the 1991 EPIA

the center of the cooler room is typleally container for a restaurant or other amendments. AMS proposed addifie all
accessible. An establishment could institution. To clartfy the definition, of these definitiens in the 1992

comply with the requirement that the FSIS has revised it to read, “Immediate  proposed rule, FSIS has added theflerm
perimeter of the cooler room be made contalner means any package or other “amblent temperature,” as used {rf¢he

accesslble to inspectors by locating
“Ji)ermometers along the perimeter or
lowing inspectors 1o use extension
devices with attached thermometers to
obtain the temperature atong the
perimeter.

The rule will not be effective until a
year after the publication date, The
Agency is currently considering various
policy options for manitoring industry
compliance with the rule. In response to
the question concerning whether
producers should use recording devices
in cooler rooms and trucks, producers
may install thermometric equipment
and ternperature recording devices:
however, these regulations do not
require that producers do so. FSIS
requests comments on implementation
of this rule,

Longer Phase-In Period

Several commenters recommended
that the Department implement the rule
over a phase-ln period gwo CONUMENIers
suggested a three-year phase-in period),
explaining that a phase-in period would
provide producers adequate time to
bring thelr equipment into compliance.
Simtlarly, a small producer that
expressed general support for the rule
argued that the effective date for the

Qema rule should be extended beyond a
ar from publication to allow the
industry more time to meet the
refrigeration requirements.

The EPIA specifies that the

refrigeration and labeling requirements

container In which egg products or shell 1981 amendments, to clarify that tie
eggs are packed for household or other  45°F (7.2°C) refrigeration require
ultimate consumers.” refers ta the air ternperature malny

One commenter questioned the intent  in a shell epg storage facility or trafisport
of the provision In proposed §59.132, vehicle.

which stated that “access shall not be The regulations inciude a definiflon
refused at any reascnable time to any for “'ultimate consumer” that reflegies
representative of the Secretary to any how this term is used in the 1991
plant. place of business, or transport amandments. The Agency has defijed
vehlcle subject to inspection.” This the "ultimate consumer’ as any
commenter suggested wording that household consumer, restaurant,

would provide that access be provided  institution or any other party who
to any representative of the Secretary at  purchased or recelved shell eggs cliegg
any time business operations are being  products for consumption. It 198
conducted. AMS proposed to define thls term
1n §59.132, as well as in § 59.760, household consumer, ratail score,
FSIS has removed the phrase “at any restaurant. institution, food
reasonable time," which the commenter manufacturer or other interested
questioned, for greater conslstency with  who has purchased or recefved s
the EPIA. which does not limit Agency  eggs or egg products for use or resle.
access 10 establishments (see 21 U S.C.  After review of the proposed langfige,

1034). FSIS is also making these ESIS determined that an ultimate
changes for greater consistency with the consumer should be defined as a g
Federal meat and poultry inspection that purchases shell eggs or egg
regulations (see 9 CFR 381.32 and 8 CFR  products for consumption, rather fhan
306.2), which do not restrict Agency for use or resale. Therefore, FS15
access to establishments. determined that a retail store or fulld
T manufacturer would not be considred
The F . anultdmete consumer and has moffifted
en these regulations become the definition accordingly. The tel
effective, egg handlers with flacks of “'ultimate consumer” is used in ¢t
more than 3,000 layers will be required \existing regulations, and each tm@it is
to comply with the new refrigeration sed, exampies of “ultimate consf@ners"
and labeling pravisions. Consistent'with  follow the term. As was proposed JFSIS

current regulations that exemnpt from revised §5§69.28(a) (1) and 55.480 to
inspection egg handlers with flocks of move these examples, because e
3,000 or fewer birds (see §59.100}, the erm will now be included in the
1991 EP1A amendments specify that any “definitions section.
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The 1991 EPIA amendments
pecifically refer ro eggs that have been
acked Into a “"container” and establish

refrigeration requirements for shell e
after packing {21 U.S.C 1037(¢)}. To
implement these amendments, this final
rule adds new language to the definltion
of “container or package’ to refer to
shell eggs in containers destined for the
ultimate consumer. The current
definition for “'container or package”
does not provide specific examples of a
contatner or package for shell eggs.
Therefore, as was proposed, FSIS has
revised the definition of “container or
package” to distinguish berween
containers for egg products and
contalners for shell eggs. In the
definition of “immediate container™,
FSIS has modified the language
proposed in 1992 to clarify that an
immediate container means any package
or other container tn which egg
products or shell eggs are packed for
household or other ultimate consumers.
The labeling requirements would apply
1o all types of contalners (that is, both
immediate containers and shipping
contatners),

As was proposed, FSIS has revised
the deflnition of the term "egg handler”
to clarify that the ultimate consumer is
.noz constdered an egg handler.

As was proposed in 1992, FSIS s
incorporating the refrigeration and
labeling requirements prescribed by the
1991 EPIA amendments for domestic
shell aggs into Its regulations by adding
§859.50 and 59.410(3}. In these
sections, FSIS has made only minor
revisions to the provislans proposed in
1992. Section 59.410(a) provides that all
shell eggs packed inte containers
destined for the ultimate consumer be
labeied to indicate that rafrigeration is
required and includes an example of
labeling that would meet this
requirement. “Keep Refrigerated.” The
proevision also allows establishments to
use other words of similar meaning,

To reflect the fact that the 1891
amendments specify that egg handlers
with flocks of 3.000 or fewer lavers are
not subject to inspection for purposes of
verifying compllance with refrigeration
and labeling requirements, §59.50(c)
includes new language that clariftes that
producers-packers with a flock of this
size are exempt from these refrigeration
and labeling requirements.

As was proposed in 1992, FSIS is
amending §558.132, 59.134, and 59.760
to clartfy that inspectors must be

: .granted access 10 transport vehicles and

cooler reoms to verify that any shell
eggs packed into containers for the
ultimate consumer are storaed and
transported at an amblent temperature
of no greater than 45°F {7.2°C).

Transport vehicles that would be subject
te inspection would include consainers
holding eggs that are attached to
rallroad cars or semi-trailer chassts,

As discussed above, FSIS has revised
the provisians proposed in 1992 under
§859.132 and 59.7680 to remove the
phrase “at any reasonable ttroe” for
greater consistency with the EPIA and
for greater consistancy with the Federal
meat and poultry inspection regulations.

FSIS has aiso revised the provision
proposed in 1992 under § 59,760 to refer
to representatives of the “Secretary”
rather than representatives of the
“Administrator.” In the near future,
FSIS tntends to revise the current
definition of "Administrator” in this
part, which refers to the Administrator
of AMS, to refer to the Administrator of
FSIS. Because AMS retalns surveiliance
activitles under § 59.780, FSIS has
revised this section to refer t¢
representatives of the “Secretary” rather
than representatives of the
“Administrator.” This revision reflects 5
change in Agency organization made in
respanse 1o the Federal Crop Insurance
Reform and Department of Agriculture
Reorganization Act of 1954,

As was proposed in 1992, FSIS has
revised §359.815 to Incorporate the
statutory amendment that imported
shell eggs packed into containers
destined for the ultimate consumer
include a certification stating that the
eggs have. at ell imes after packing.
been stored and transported under
refrigeration at an ambient temperature
of no greater than 45°F {7.2°C). In
addition, §5§59.950 and 58.955 require
that imported shell egg containers and
imported egg shippling contatners be
labeled to tndicate that refrigeration is
required. In each of these sections, F3IS
has made only minor changes to the
language AMS proposed In 1992

Executive Order 12988

This final rule has been reviewed
under Executive Order 12588, Civil
Justice Reform, This rule: {1} Has no
retroactive effect; and (2} does not
require administrative proceedings
befare partles may flle suit in court
challenging this rule. Public Law 102-
237 provides that with respect to the
temperature requirermnents contained
therein, no State or local Jurlsdicton
may [mpose temperature requiremnents
pertaining to eggs packaged for the
ultimate consumer which are in
add(tjon ta, or different from, Federal
raquirements.

Executive Order 12568

FSIS is required to publish these
regulations 1o comply with the 1991
EPIA amendments and the 1998

Appropristions. This rule hss bee
designated significant and was re
by the Office of Management and
Budget under Executive Order 12885.
Executive Order 12868 requires URPA
to identlfy and, to the extent possiige,
quantify and monetize benefits ang
costs associated with the rule, Thi
sectlon estimates these benefits an
costs. As discussed below. becausd
changes in State laws concerning e
refrigerarion of shell eggs. FSIS he
changed the baseline that was use
determining costs in the 1992 progis
rule. If the Agency had used the
baseltne, the sstimated costs woul
have been higher than the estimatg
this rule. In addition, the benefits 3 this
ritle are based on the recently co
SE risk assessment and date that

snnual benefits of this rule are low
than those estimated in 1982 (see &
4B572).

Incremental Social Benefits

rule are the avoidance of 1linesses
deaths associated with consurnpti
eggs contaminated with SE. SE 19
serotype of the family of pathoge
Salmonelia. When the disease affd
humans, it causes salmonellesis,
usually appears § to 72 hours afte
eating contarninated eggs and egg
products and lasts up to 7 days.
Symptams of this disease include
diarrhea, abdominal cramps, feve
nausea. and vomiting (nausea and
vomiting develop in less than 50
percent of cases} Children, the elde
and people with compromised im
systems are particularly vulnerab
SE infection. Deaths from SE dise
occur in these vuinerable groups,
Statistics of outbreaks reported to
Centers for Disease Control and
Prevention (CDC} on foodborne difeas
reveal that an Increasing number ¢
salmonellosis cases are assoclated
SE; however, it should be noted
CDC actively contacts each State 4
abtaln informaton concerning S
does not actvely conract the Statd
{information on the other Salmond

serotypes.
From 1985 to 1983, consumpticg of
was associated with 83 percelit of

SE-related outbreaks where a food
vehicle was (dentiffed {CDC, “Oufpreak
of Sajmonella enteritidis Associatld
with Homemaede Ice Cream—Florfla,
1993, Morbidity and Mortality Wekly
Rsport 43(36) (September 15, 139§:
669-671). The proportion of casegpf
salmonellosis reported to CDC
attributable to SE increased from
percent Iny 1976 to 26 percent in 19
{CDC, " Outbresks of Saimonella
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Serotype Enteritidis Infection
Assaciated with Consumption of Raw
Shell Eggs—United States 1994-1995,"
Morbidity and Mortality Weekly Report
45(34) (August 30, 1896): 737-742). In
1995 and 1996, salmonellosis cases
artributable to SE represented about 25
percent of salmonellosis cases reported
to the CDC. Preliminary data from the
Foodborne Diseases Actlve Survelllance
Network (FoodNet) indicate that SE
represented 17% of all cases of
Saimonella in 1996 (FSIS, FSIS/CDC/
FDA Sentine! Site Study: The
Establishment and Implementarion of
an Active Survefllance System for
Bacterlal Foodborne Diseases In the
United States, February 1997).

In the discussion below, FSIS
assumes that SE cases associated with
the consumption of eggs represent 25
percent of all human salmonellosis
cases. This assumption is based on the
percentage of SE cases reparted to the
CDC in recent years. FSIS 1s using this
percentage rather than the 17 percent

TABLE 1.—HEALTH AND ECONOMIC BENEFITS OF REFRIGERATING EGGS AT 45°F RULE: Low BENEFITS ESTiMATYS

based on FoodNet data because the
FoodNet database i3 still being
implemented and covers only
Minnesota, Oregon, and counties in
Connectlcut, Georgla. and California. In
addltion, onty the first year of data is
avallable from the Foodnet. The CDC
surveiltance system has been active for
approximately 30 years. all States
contribute to the CDC survelllance data.
and States receive incentives for
suhmissions to the CDC surveiflance
systern.

In 1996, 39.027 confirmed cases of
human salmone]losis were reparted to
the CDC by State. local, and Federal
departmen:s of health. From 1985
through 1996, there have been S08.673
reported cases of salmonellosis (Centers
for Disease Control and Prevention.
Laboratory Confirmed Salmonella,
Surveillance Annual Summary. 1993-
1995 and 1996). Based on CDC outbreak
data, the three illness-causing serotypes
most frequently reported—Salmonella
typhimurium, Salmonelia heidelberg,

and Salmorella enteritidis—are mgst

often traced to poultry and eggs wien a
food vehicle 1t found. A food vehi@e Is
found in only about 25 to 30 percefit of
cases,

Since the reporting of outbreak
statistics to CDC s voluntary, it Is
estirnated that there are an additiofs
to 100 cases of saimonetlosts for
reported case. or some 800,000 to
million cases per year (R. Chalker
M. Blaser, " A Review of Hurnan
Salmonellosis: 1T Magnitude of
Salmonella Infection In the United
States,”” Review of Infectious Dised
10(1) (1988): 111-124). Tha severi@y of
the underreported cases as well asfthelir
statistical distribution is unknowrngie
hence this analysis could not adjulg for
such probabilities. The estimate o
800.000 to 4 million Is based on
number of cases reported te the C1]
surveillance system through 1996 ind ts
confirmed by the data for the 1988892
period.

Lower bound of health

Annuel number of agg-related human SE casss costls assoctated with col- soclateff with

umn 1 in$ (1598) 1 enhamn In§

L IR L U S 8225 miillon .......ccninnenes | $900 mil

Eatimated Reduction in Egg-Related SE Cases dus 1o 45°F Retigaration<

Health benefits (number of cases avolded) Lower bound of economic | Upper bilind of

bonefits associated with ocong

column (1} $ (1906} beng
associatil with
column @) In §

(103
10,189 ........ $3.47 milion ...comenireicinienne $13.88

"1Joan C. Buzby and Tanya Robens, “GuMain-Barré Syndrome Increaess Foodbome Diseass Costs,” Food Raview (Se ber-Deie
1007): 3642, This report providos an estimate of costs of 1otal human Saimonslla cases fram all food sourcas, The costs estimated In 4

b 1able

assums that egg-reiated SE casse roprosem 25% of tatal human salmonellosls cases. The report oetimatos the lowsr bound of the low diitimats

af health care costs a1 $500 milillon.

2|bld. The repaort estimates the upper bound of the low estimats ol heaith care coats at $3.5 billion.
SFSI8, Saimonslla Epteritidis Fisk Assessmant, Washington, DC, June 12, 1998. The number shown In he char lo the estimated med
ber of saimonelluals cages resulting from the consumption of SE-contaminated epgs. The estimated number of cases per year in the

sassmont ranges from 126,374 w 1.7 mililon.

4FSIS, Saimonella Enteriidls Risk Assessment, Washington, DC, June 12, 1988. The riek assagsment model estimates that retrige
©Qgs at 45°F durng sterage and transpontation will result In & mean reduction of 1.54% In human SE cases,

Annual number of egg-related human SE cages

Lower bound of hesith
costs associated with cal-
umn 1 in $ (1088) 4

.em 8337

$1.2bllon ...
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TABLE 2.—HEALTH AND ECONOMIC BENEFITS OF REFRIGERATING EGQS AT 45° F RULE: HIGH BENEFTS ESTIMATE

Continued

Annual number of egg-rolated hurnan SE casas

Lawer bound of haalth
costs assoclated wih col-
umn 1in $ (1668)°

Estimated Redustion In Egp-Rolatod SE Canar dus 1o 45°F Refrigeration ®

Hsalth benefie {number of cases avoided)

Lowsr bound of econamic | Upper by of
henefits assoclated with arond
column (1) § (1996) benalks
aseociztgl with

$18.48 milllon

.....................

haslth care cose at $4.8 bilion,
Sibid, The raport sstimates the up
T FSIS, Saimonells Entoridis

sassrment ranges from 128,374 to 1.7 milllen.

SFSIS, Sainonelia Entoriticls Risk Assessment, Washingion, DC, June 12, 1888, The risk assessmgnt model astimstes that rafrige
agge at 45°F durng storage and transponation will result in e mean percent reduction of 1.54% In human SE cases.

Tables 1 and Z show an estimated
number of annual human {linesses
resulting from consumption of SE-
contaminated eggs. This number is
based on the mean estimated annual
number of cases In the Salmonella
Enteritidis Risk Assessment published
by FSIS (June 12, 1998). This report
estimates that the number of cases of
liness resulting from consumptlon of
SE-cantamlnated eggs ranges from
126,374 to 1.7 million per year. The
Agency is using data from the risk
assessment rather than the number of
reported cases bacause, as noted above,
it is esttmated that there are an
additional 20 to 100 cases of
salmonellosis for every reported case.
Tables 1 and 2 display the mean
estimate because the mean !Is not unduly
affected by a few moderately small or
moderately large values. and this
stability {ncreases with the sample size.
To estimate the economic value of the
health costs of selmonellosis, the
USDA's Economic Research Service
(ERS) related illnesses and deaths to
four types of severity groups of pattents.
The four severity groups were: (1) those
who did not visit a physician, (2) those
who visired a physician, (3) those who
were hospitalized. and {4) those who
died prematurely because of thelr
llness (jean C. Buzby and Tanya
Roberts, “Gulllatn-Barré Syndrome
Increases Foodborne Disease Costs,”
Food Review {September-December
1997} 36-42). Similar severity rates are
also usad in the risk assessment flnal
report, e.g.. trestment by a physiclan,

bound of the hi

5 Jgan C. Buxby and Tanya Roberts, “Gullain-Berré Syndrome Increases Foodborne Diseass Costs,” Food Review (S
1867): 38-42, This roport provides an estimate of coste of tatal human Salmonalla fram all food sources. The costa asiimated in thia te
sume that egg relatad SE cases rapressnt 25% of ail human zalmoneliosls cases, Tha repon estimates the lower bound of tha hiph est)

estimala of health cara coste at $12.3 bitllon,
Asseszmeant, Washington, DC, June 12, 19598, The numbaer shown in the charl 13 the estimated mes
bar of saimonsficels cases resufting Irom the consumption of SE-contaminated aggs. Tha' estimatad number of cases per year In the /e

hospitalization, and mortality. Both
sources use the CDC data on severity.
Based on the avoidance of medical
costs, ERS estimated the economlc
values of prevention of these cases, ERS
calculated the range of low estimate of
avoidance of all foodborne human
salmonellosis-linked diseases and
deaths, at $300 milllon and $3.6 billion
respectively (Iin 1996 dollars). ERS
calculated the range of high estimate of
the health costs at §4 .8 bllllon and $12.3
blllion (In 1996 dollars). The wide
variation in this range of estimates 1s
attributed bath to the wide range in
estimates of the number of cases and the
economic methods used for the analysis.
The economic methods are the human
capital method and the labor market
method. The human capital method
ylelds a Jower estimated range of $0.9 to
33.6 billlon because the cost of
premature death in this analysls varies
with age and ranged from 13,000 1o
$2,037,000 (In 1996 dollars). The labor
marke! approach yields the higher range
of $4.8 to $12.3 billion because [t values
the cost of premature death 2t 85
milllon per person (in 1996 doliars)
(Jean C. Buzby and Tanya Roberts,
"Guillain-Barré Syndrome Increases
Foodborne Disease Casts,"” Food Review
(S?: temnber-December 1897): 36-42).
ince the ranges of estimates for
salmoneliosis-related costs estimated by
Buzby and Roberts are based on
salmonellosis from all food sources. it is
necessary to adjust the estimates
downwards to obtain only the cases of
salmonellosis related to consurmption of
SE-contaminated eggs. The medical cost

amber-Delb

data shown in the first rows of Tal
1 and 2 represent 25 percent of thq
estimates because FSIS assumes t
contaminated eggs are responsibla

approximately 25 percent of
salmonellosis cases. This assumpdbn is
based on the percentage of SE cast
reparted to the COC and the fact tight
eggs are responsibie for the vast mijority

of these cases. As noted above, fro
1985 to 1993, consumptlon of egg
assoclated with B3 percent of SE-
outhreaks whare a food vehicle wi
found. Alse noted above. a fond v
is found in only about 25 to 30 pe
of cases. Given the level of unce:
in this data, for estimation purpo:
Agency belleves it Is appropriate
assume that SE-contaminated egggihre
responsible for 25 percent of total
salmonellosis cases,

Humphrey and Whitehead {199
suggest that an egg’s contents can
become contaminated with SE bef
the egg is laid. They also note that
an Infected egg is laid, SE
contaminatton tends (o grow {nsig
egg (T. Humphrey and A. Whitehg
"Egg Age and Growth of Salmoneli
Enteritidls PT4 in Egg Contents,”
Epidemiological Infection 111 (19
209-219). Humphrey suggested
refrigerating during storage can pi
such growth (T.]. Humphrey, "Grq
of Salmonelle in intact shell eggs:
Influence of Storage Temperature
Veterinarian Record {1990); 1236
Other measures for preventing gro
include refrigeration during
transportation and retall sales, red
shalf life of eggs at reiall. thorough
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cooking, pasteurization, and processing

hell into frozen, liquid, or dry egg
products {F5IS, Saimonalla Risk
Assessment, June 12, 1998: T,
Hammack. et al.. “"Research Note:
Growth of Salmonelia Enteritidis in
Grade A Eggs During Prolonged
Storage,” Poultry Science 334 (1993):
1281-1286}.

In: arder to determine the benefits of
refrigerating egps at 45°F. Ut is neceasary
to determine the percentage of reduction
in the number of egg-related deaths and
1linesses from SE cases referred to
above. To deterrnine these benefirs, this
analysis relied on input from a risk
assessment model, In June 1938, FSIS
completed 1 risk assessment concerning
shell eggs and egg preducts in response
10 an increasing number of human
{llnesses assoctated with the
consumption of shell eggs. The risk
assessment developed a model to assess
risk throughout the egg and egg
products continuum. The risk
assasgment modsl consists of flve
modutes, The first module, the Egg
Production Module, estimates the
number of eggs produced that are
infected {or internally contaminated)
with SE. The Shell Egg Module, the Egg
Products Module and the Praparation
end Consumption Module sstimate the
increase or decrease in the number of SE
organtsms {n aggs or egg products as
they pass through storage,
transportation, processing and
preparation, The Public Health Module
then calculates the incidences of
filnesses and four cllnical cutcomes
{recovery without treatment, recovery
after treatment. treatment by &
physiclan, hespitalization, and
mortality) as well as the cases of
reactive art?;_’ritis associated with
consuming SE positive .

Re&igergﬁonp:fsshell % at an
ambient air temperature of 45°F or
below during storage and transportation
will retard growth of SE and hence {s
ltkely to reduce the assoclated {llnesses
and deaths. The risk assessment mode]
estimates that refrigeration of shell eggs
at an ambient temperature of 45°F or
below can bring about a mean reduction
of 1.54 percent {n sgg-related human
{linesses associated with SE. This
estimate has a 90 percent confidence
interval, with a lower bound of ¢
percent and an upper bound of 7
percent, Therefore, there is a range of
possible cutcomes. Although a 1.54
percent reduction in {llnesses associated
with SE {s the most likely outcome, the
regulation ¢ould result in no reduction
in {Hnesses or in & reduction as high as
7 percent. This estimate and its
confidence Interval are based ona
model with the assumption that eggs are

maintsined at an amblent temperature

of 45°F after processing through

transportation to retall, or other, end
users. This result alsc assumes complete
compliance with the regulation. The
effect of the regulation was modeled by
adjusting the basaline model {consisting
of the Productlon, Shell Egg Processing/
Transportation, Preparation/
Consumption, and Public Health
modules; to reflect the regulation’s
effect. The model adjusted the following
temperature variables in the Shell Egg
Processing/Transportation module:
Starage temperature after processing at
off-line processor, Starage termperature
after processing at in-line processor,
Temperature during transportation to
egg users. In the baseline maodel, these
varisbles were modeled as extending
from a low of 41°F, in the case of the
storage temperature after processing at
In-line processors, to a high of 30°F. The
baseline model assumes that eggs are
handled under a varlety of different
temperatures. In modeling the
reguiation, these varlables’ distributions
were truncated at 43°F. Therefore, all
eggs were exposed te ambient
ternperatures of 45°F or less after
packing Ln the regulation model. The

effect of the regulation was calculated as

the difference in stmuiated total human
cases between the baseline mode} and
the regulation model. The percent
reduction tn human i{lnesses was then
cajculated by dividing this difference in
human cases by the simulated total
human cases from the baseline model. It
must be noted that the estimated mean
reduction in SE {linesses of 1.54 percent
referred to above was estimated ina
separate run of the model for this rule
performed by FSIS scientists and is not
included in the risk assessment final
report. As nated above, the risk
assessment final repert estimates the
benefits that would resuit from
maintaining an ambient temperature of
45°F throughout processing and
distriburion (that is, from pre-packing
and through retail) and the benefits of
maintaining the internsal temperature of
eggs at 45°F throughout processing and
diswribution.

The lest rows In Tables I and 2 show
the reductions in SE cases associated
specifically with refrigeration of shell
eggs based on the mean value of 1.54
percent reduction in cases referred to
above. These are the Incremental soclal
benefits of the rule. These estimatas
range from a low of 33.47 million to
$13.86 million in Table 1 to a range of
$18.48 million to $47.355 million in
Table 2 (in 1998 dollars}. Requiring
refrigeration of eggs at an amblent air
temperature of 45°F does not address all

the food safety risks posed by shel
Responses to the ANPR will assist
and FDA In the devalopment of &
comprehensive, farm-to-table food
safety strategy that will address a
of food safety measures In additio
ambient air temperature. Actiona t
subsequent to the analysis of
alternatives identified in the ANPE
provide additional benefits associs
with further reductions in foodbo
{liness associated with the consy
aof shell eggs.

As noted above, FSIS and FDA
published an ANPR concerning SH
shell eggs {83 FR 27502; Mey 189. |
The number of cases in Tables | a
are larger than those reported in
ANPR (63 FR 27504) because the fi
in the ANPR are based on ourbrea
reported to the CDC, while the daf
Tables 1 and 2 take into account 3
that maryy of the cases are unrepodied.
In addition, the cost of illnesses {
Tables 1 and 2 diffar from those
ANPR (63 FR 27504} because the
estimates in the ANPR were base
1991 data. FSIS used 1996 datm fo
cost and benefit analysis in these
regulations.

Incremental Social Costs

The incremental social costs
associated with the rule include tige
year fixed capital costs and the a
recurring costs of compliance to b
incurred by the industry. The firsy
costs would include the costs of
replacing or retrofitting refrigerati
units, compressors, and cotls. Thel
capltal costs are required for storii
shell eggs at 45°F or below after
and packing. The capital costs to §
industry would alsc include the cif
replacing or retrofitting transports
vehicles that have refrigeration u
capable of producing air at 45°F o
below. The annual recurring costs
would encompass the energy costy
maintaining ambient temperatures
storage facilities and transportatid
vehicles at 45°F or below, These ¢
and recurring costs would be inc
either by shell egg protiucers or b
contractors for storage and
transportation, When the starage ¢
ransportation services are contrag
out, however, it {s very difficult tq
separate the costs associated with
egps because these contractors stofp
haul not only shell eggs but also s
other products.

An additional element of the sao
costs would be the incramental
budgetary costs, If any. to USDA
enforelng this regulation. The Agd
has not determined how it will e
this rule. AMS may check the am}
temperature of shell egg storage
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facilities and the labeling of shell egg
.:ontainers during fts survetllance of egg

handlers and during grading activities,
FSIS compliance officers may check the
ambient temperature of shell egg storage
facilities and transportation vehicles
and the fabeling of shell egg containers
ance the eggs leave the plant. For
example, while compliance offlcers are
checking mest and poultry products in
commerce outside inspected
establishments or at uninspected
facilities, if such facilities store shell
eggs. compliance officers may also
check tamperatures at these locations
and verify that the labeling of agg
containers meets the requirements in
this rule.

Whether AMS or FSIS checks the
temperature of shell egg storage
faciiities and transport vehicles and
verifies that the labeling of egg
cantainers meers the reguirements in
this rule, these activities are lfkely ro be
in addition to other Agency activities
conducted at the same Jocation.
Checking temperatures and labeling will
increase the Ume required for AMS or
FEIS personnel to conduct thetr
oversight activities, However, FSIS is
unable to determine the amount of
additional time that wil! be required.
.‘I‘herefore, the Agency ts unable to

estirnate the additional costs (e.g.,
personne! costs and costs of equipment
such as thermometers} that will be
required for menttoring compliance
with the requirements {n this rule,

The costs of compliance 1o the
Industry are not Hkely to be excessive
for three reasons. First, the rule exempts
srnall producers with flocks of 3,000
layers or less. There are approximately
80,000 such small egg producers that
would not be required to comply with
the refrigeration and labeling provisions
of this rule,

Second, of the approximately 700
producers currently registered with
USDA as of July 1998, 329 are major
producers with flocks of 75,000 or more
who produce about 94 percent of U.S.
table eggs. Most of these producers are
members of United Egg Producers
(UEP]. an organization that provides a
variety of services to member
praducers. The UEP already has a
quality assurance program that
recommends refrigerating eggs at 45°F
or below as quickly as possible after
washing and grading and that the same
temperature be maintained during
transportation. A letter from UEP
..lndlcated that many of these producers

ave already started refrigerating at 45°F
or below. Therefore, these producers are
unlikely to Incur additional costs of
compliance. [This aspect is elaborated
later in a saction on the Regulatory

Flextbility Act (RFA}.) It is llkely that
most producers that are not members of
UEP or are not major producers have
also begun refrigerating shell eggs
during storage and transportation
because of State requirements
{discussed below). With regard to
producers that are not members of the
UEP or are not major producers, specific
information regarding whether they
store and transport shell epgs at 45°F is
not avallable, The structure of egg
industry is changing roward greater
concentration of large producers. Faor
example, the number of producers
registered with AMS has declined from
about 1,200 in 1882 to approximately
700 in July. 1998, The resulting
concentration of larger producers who
refrigerate their supplies s lkely to
have reduced the costs of compliance.

Third. many States have already
enacted laws requlring spectfied
ambient air temperatures for shell egg
storage and transportation.
Approxtmately one-half of all States
require 45°F or less for storage and
transportation. Approximately ten of
these States have adopted 45°F
refrigeration requirements since 1992,
Some of these States are large
producers. Many States also require that
shell eggs be refrigerated ar 45°F at
retall. Approximately ten States retain
the 60°F traditionally required under
USDA grading standards,
Approximately one dozen States have
no refrigeration requirement for shell
egg storage and transportation. Costs of
compliance for the shell egg producers
in the States elready requiring
refrigeration at 45°F are not likely to
Increase significantly. Some of the
States that require 45°F refrigeration of
shell eggs during storage and
transportation ars among States In
which major preducers are located, e.g.,
Ohlo, Pennsylvanta, and Georgla.
However, there are States with major
producers and other producers that do
not require 45°F refrigeration during
storage and transportation of shell eggs.
The Agency raquests information
concerning the costs these regulations
may impose on producers who are
currently not refrigerating shell eggs at
43°F during storage and wansporzation.
The Agency also requests information
concerning the size of these
establishments.

The rule proposed on October 27,
1892 for refrigarating shell eggs at 45°F
or below estimated the first-year capital
investment costs at $40.67 milllon (57
FR 48571). The annual recurring
operating costs were estimated at 310
milon. The capital investment tosts
tnvolved replacing or remrofitiing
existing refrigeration units with larger

compressars or coils, The recurrt
annual operating costs involved
energy costs of maintaining ambie
temperatures In storage facilities a
transport velticles at 45°F or bela
These cost estimates were based o
chtained from a survey of B0 {7 pe
out of the 1200 shell egg processi
plants located throughout the cou
representing about 23 percent of
productton, 59 piants (75 percent)
respondad to the survey, The Age
was unable to evaluate the comme
regarding the specific large costs o
acquiring wrucks and equipment by
the survey did not contain such ddi
data.
The costs to comply with this fijh
rule will be lower than the costs
astimated for the proposed rule in
because about ten States (e.g., Ar
Florida, Georgia, Louisiana, Ohio,
Oregon, Rhode Island, and Texas)
already adopted refrigeration
requirements at 45°F or below for

shell egg production in 1996 FSIS
updated the 1382 estimates to ace
for inflation and changes in State
The Agency requests specific
information concerning costs that
be tncurred in States that have no
enacted refrigeration requirements
The costs estimated {n 1992 weg
adjusted upward far any af the
comments to the proposed rule befl
about 10 States have Implemente
45°F refrigeration requirements s
1992. Since about ten out of fifty Pe
representing 28 percent of produe
have implamentad the rule since
this analysis reduced the capital 2
recurring costs estimated in 1992
percent. This adjustment reduced
capltal and recurring costs to $28.
million and $7.1 million respect!
Therefore, costs were reduced bz
shell egg production data FSIS re
costs based on production data belp
the 1982 costs were estimated and
reported on & production basis (se
FR 48571-48572). The fact that th
number of producers has declinedik
1982 may further lower the costs §
Industry because a smaller numbd
larger producers tend to have low
costs due to scale economies.
The updated costs referred to al
ware adjusted upwards because o
inflation over the last six years. T4
adjust for this increase, FSIS incrdfise
the $28.40 million capiral costs b
percent (based on U.S. Departme
Commerce, Bureeu of Economic
Analysis, price Index of transpo
and related equipment index, 199
100. 1987 = 108.5). This adjustms
[ncreased the capltal cost estimatd



ltan approximately.

.328.40 millicn to $30.67 million, or 331

The updated recurring costs of
compliance, estimated at §7 million per
year in 1992, were assumed 1o comprise
mostly energy costs of refrigeration.
These estimates were increased for
inflation over the last aix years to $7.63
or $8 millton approximately (based on
U.S. Depertment of Commerce, Bureau
of Economic Analysls, Price Index of
Electricity and Gas, 1992 = 100, 1997 =
108 98, or by 9 percent]. FSIS requests
alternate cost estimates and data to
support these estimates from

TABLE 3.—DISCOUNTED BENEFIT-COST ESTIMATES OF REFRIGERATING SHELL EGGS
[Fixed Costs=$3t million, Recurring Conts=$3 million)

commenters who disagree with the
ency’s o8t astimates,

e estimated costs of compliance
and the assoclated socisl benefits of this
rule are ifkely to be reallzed aver the
next twenty years, Therefore, these costs
and benefits were discounted aver this
time span by using a 7 percent mid-year
discount rate recommended by the
Office of Management and Budget,

Table 3 reports FSIS estimates of the
discounted costs and bensfits of the rule
under alternative assumpticns about
cost of salmonella induced foodborne
{liness. Depending on the assumption
used, the estmated net beneflits range

foodborne iliness varies with age,
net benefits from the rule range frof
— $79.6 million 1o $34.2 million.

Alternatively, If It s assumed that
cost of premature death ts $5 milll

rule are higher, from $84.93 millio
$401.3 million. In light of the

uncertainty surrounding the bene
estimates and refinements to costs F SIS
cannot make a definitive statemen
about the net beneflts assoclated
the rule.

Lower Upper Lowor

baund of bound of bound of

tow aut. jow est. high est.
RAescurring banefite; {$ milllon) 3.47 13,08 18.48
DIscourtod Bomatie™: {3 ML) . cirinsiasioniessssr s o serersassr esatasssissssiines 30.03 151.88 202.31
Discounted Costs®; ($ m.} 117.43 117.83 117.83
Net Dincounted Bereflts: {Row 2-Row 3 (S m.} ... - 78,80 .17 84.88
Benefi-Casl Ratio: {Row 2:Row 3} £.32 1.28 1.72

“Discount Rates7%. Time Paoriodw20 yoare.
Source: Tables 1 and Z,

The preceding costs are likely to be
passed on to conswmers by the industry
because of the elasticity of dernand and
supply of eggs. The demand for shell
eggs is very inelastic. L.e., an increase in
the price of shet! eggs is not likely 1o
reduce significantly the demand for
them. For example, Kuo reports that the
price elasticity of demand for shell eggs
is only (~0.11}, {.e., an increase in prics
by one percent is associated with only
0.11 percent decrease in quantity of
sheil eggs demanded (Huang S. Kuo. A
Complete System of U.S. Demand for
Food. USDA/Economic Research
Service, Technical Bulletin No. 1821,
1993, Appendix B and C}.

The inelastic derand is due to the
fact that there are no good substitutes
for eggs that consumers might use when
prices of shell eggs are Increased, Also,
a typical consumer spends an
insignificant proportion of the food
budget on shell eggs and consumes a
limited number of eggs.

The supply of shell eggs is very elastic
because this industry hes hundreds of
producers who can increase the supply
of egps with littie increase in costs. This
prevents price increases by any single
producer and no producer can increase
prices without losing significant market
share, Therefore, egg prices have been
stable, If not declining, for several years.
For example, wholesale egg prices
declined from 91.5 cents/dozen in 1986
tc 83.8 cents/dozen in 1987, In the first

quarter of 1998, this price deciined to
82.5 cents/dozen. The average retall
price of grade A large epgs was $1.1063/
dozen in 1987 {U.S. Department of
Labor/Bureau of Labor Sraristics). Per
capita consumption of eggs Increased
only slightly, from 237.8 eggs in 1936 10
239.3 eggs in 1997,

Regulatory Flexibility Act (RFA)

The Administrator has determined
that this rule will not have a significant
economic impact on a substantial
number of small entities. As noted
above. this rule exempts from
compliance small producers with flocks
of 3,000 layers or lass. Most of the
establishments not exempt from this
rule are small establishments with
employment of 500 or less. Also, the
compliance costs are likely to be spread
over a large volume of output that will
be produced over the life cycles of these
capital assets (e g.. refrigeration
equipment). For example, according 1o
the Natlonal Agricultural Statistics
Service, 5.456 biliton dozen eggs were
produced between Janusary 1. 1987 and
December 31, 1937, During that time,
the wholesale price for table eggs.
estimated by ERS, was 83.8 cents per
dozen, and the gross industry receipts
were estimated at $3.98 billfon.
Therefore, the compliance costs would
represent less than a penny per dozen
eggs or less than one percent of
reveniues. Since these first year costs

include nonrecurring capital cos
storage facilities and refrigerated
vehicles, the impact on the Indust
would be substantiaily less in
subsegquent years. For example. th
recurring costs i the subsequent
were estimated at $9 million per
This cost would represent primar
energy cost of generating refrigera
and the maintenance and replace
costs of storage factlities. The rels
impact on small producers would
insignificant also because the ¢
structure of the shell egg industry
more concentrated than in 1932,
example, currently there are only
700 producers, compared to abou
producers in 1892, The smaller n
of producars with Increased outp
ltkely to have resulted in a great
cancentration of larger firms in th
industry. These larger firms are m
lkely to absorb the compliance ¢

relative to smaller firms. FSIS noug that
increased costs will not be evenly
distributed across the Industry bafuse
some producers are currently storfgg
and transporting shell eggs ar 45 °
while others are most likely storirfg and
transporting shell epps at higher
temperatures.

The shell egg industry would bdble

1o “‘pass through” this cost In the
of higher prices to consumers bec
as noted earlier. demand for this
product is very inelastic and the
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of shell egps is highly slastic. The
.lne.lastlclty of the demand follows from

the fact that household expenditures on
eggs are a small share of household
budgets and because substitutes for
eggs—at least [n some applications—are
limited. The high elasticity of supply is
based on the fact that there are
hundreds of sheli egg producears in the
U.S. with relatively flat marginal cost
curves. Thus. producers expand egg
production with little increase in
average costs.

The rule would not be burdensome to
other small entltles such as State and
local governments hecause they are not
in the business of storage and
transportation of shell eggs. However, to
the extent State and local governments
are consumers of eggs. they will pay a
little more for eggs.

Alternatives to the Rule

FEIS considered several alternatives
w this rule. FSIS found the alternarives,
which are described below, 10 be
inferior to this rule because of their
expected benefits and costs,
administrative burden, efficiency, and

eggs. .

equity.
No Action

This alternative would continue the
current practice of no Federal
requirement for rafrigeration of shell
eggs. The public health benefit would
zero because this alternative would nat
reduce Saimonells related iliness. FSIS
constdered and rejected this alternative
because, as noted above, the EPIA
amendments mandate promulgation of
this rule, In addition, as noted earlier,
the Appropriations Committee has
withheld $5 million of the FSIS
appropriated funds for Fiscal Year 1998
until a final rule Is promulgated to
implement the refrigeration and labeling
requirements included in the 1891 EPIA
amendments. A loss of $5 million in the
Agency's appropriation is likely to
impair FSIS's inspection activities, and
degrade food safety in general.

Sliding Scale Approach

This alternative does not require
maintenance of a specific ambient
temperature, such as the 45°F rule does.
Under this approach, a spectfic “'sell-
by" date {s mandatery, which would
vary depending on the temperatures at
which eggs are maintained. To provide
an incentive for processors to chlill eggs
before shipping, yet retain flexibility to
accommodate reasonable alternatives to
an absolute temnperature raquirement, a
regulaticn might prescribe a range of
"sell-by” dates based on the egg
ternperature schieved by the packer.
Such an approach {s under

consideration by the European Union
but is not recornmended for the 1U.S.
because of differences in climate, and
vast distances in the U.S relative to
within or even; between countries In
Eurppe. This alternative would be
burdensome to the industry and
difficult to implement because it wouild
require detalled recordkeeping by the
industry. Same public health beneftts
would be expected and would depend
on the sell-by date/temperature matrix.
Industry costs would depend on the
matrix and which temperatures
producers select. Finally, this
alternative would be very difficulr s
enforce since USDA inspactors would
have 10 keep track of hundreds of shell
egg producers and billions of dozens of

ey
State Rules Instead of Federal Ru

FSIS considered the alternative
actively encouraging State gov r
to promulgate their own laws instead o
a Federal rule but did not adopt it for
several ressons. First, a3 noted earller, ;]
about half of a1l States currently have
laws requiring refrigeration of shell eggs
at 45°F. On the other hand. some States
do not have any refrigeration :

requirements for shell eggs. Other States

require refrigeration during storage but
not during transportation. Some States
require refrigeration of shell eggs at
temperatures greater than 45°F, In
contrast to these {nconsistenctes and

non-untformities, with the exception of -
shell aggs packed by egg handlers with

3,008 or fewer hens, this rule requires:

that all shel] eggs packed in containers ¥

for the ultimate consumer be
refrigerared during storage and
transportation at 45°F or below. The
public health benefits of this alternative
are expected to be zero, since this N
alternative {s essentlally the same as no
action except that States would be put
on notice that they should dea] with
public heaith risks from eggs.

In view of the disparities within and
across the States, FSIS determined
it would not be appropriate 1o
the Stat

Summary and Conclusions

TRISSeCTIch analyzed compliance of
this rule with Exeentive Order 12886, It
estimated discounted soclal benefits of
the rule and juxtaposed them sgainst
discounted capital and operating coats
of compllance with the rule. The
analysis concluded that potential net
soclal beneflts may resuit from this rule.

This section also analyzed
compliance of this rule with the
Regulatory Flexiblility Act. It is
concluded thar the costs of compliance
are not Hkely to have a significant

't 1 List of Subjects in 7 CFR Part 58

economic tmpact on & substantial
numbar of small entities hecause 13§
industry’s cost of compliance amofints
to less than a penny per dozen egg
demand for eggs is inelastic. and £
supply of eggs is highly elastic. In hort,
the egg producers could easily "pag
through” the costs of compliance g
const:mers without losing their md
shares. Other small entitles such a
and State governments are also no
likely to be adversely affected by
rule because they are not in the b
of producing. storing, or transpo
shell eggs. To the extent that they
large buyers of eggs. they would bd
adversely impacted by the estimat
ingrease in price of a penny per dg

ERES.

Finally, this section analyzed seffers
altemnatives to the ruls. These
alternatives included: (1} no actio
sliding scale approach. and (3) Stage
rules instead of a Federal rule. The
alternatives were rejected because
their costs, administrative burden
efficiency, or equity.

Paperwork Requirements

The paperwork and recordkeep
activities asscclated with this ruls
approved under OMB control nu
0583-0106.

Eggs and egg products, Exports,
grades and standards, Food labelig.
Imports, Reporting and recordkee
requirements.

For the reasons set forth In the
preamble, FSIS is amending 7 CFIgF
59 as follows:

ART 58—INSPECTION OF EGGS

Authordty: 21 U.S.C. 1031-1056.

2. Section 59.5 is amended by a
alphabetically the definitions for
"Ambient temperature’ and “Ulr},
consumar’” and revising the defln
for "Container or Package” snd "H
handler” to read as follows:

§58.5 Terms defined,

Ambient temperature means th@
temperature maintained in anegg
storage facility or transport vehicl
L L L ] - L

Cantainer or Package includes
products, any box. can. tin. plastld
other receptacle, wrapper. or cove
for shell eggs, any carton, basket,
cert, pallet. or other receptacle.



PROPOSED AMENDMENT TO

TITLE 119
PROPOSED LEGISLATIVE RULE
SECRETARY OF TAX AND REVENUE
Series 301
REGISTRATION OF TELEMARKETERS

13v4g

§119-301-1. General.

1.1. Scope. — This rule establishes telemarketing registration fees and factors
Secretary of tax and Revenue considers when assessing civil administrative penalties.

1.2. Authority. -- The authority for this rule is W. Va. Code §§ 29A-3-15, 46A-6F-
301 and 46A-6F-303.

1.3. Filing Date. — January __ , 1999
1.4. Effective Date. —

1.5. Official Citation. — The official citation of this rule is title 119, series 301 of
the West Virginia Code of State Rules. Sections of this rule may be cited as 119
WVaCSR § ,or 118 C8SR. §

§ 119-301-2. Registration fees.

2.1 General. -- The Secretary of Tax and Revenue may charge reasonable
application and renewal fees. These fees are deposited in the Telemarketer
Registration Fund created in the State Treasury and used to administer and enforce the
registration requirements of article 6F, chapter 46A of the Code and this rule.

2.2 Fees. —The Secretary hereby establishes the following fees:

2.2.1 Initial application fee — $250.00

2.2.2 Renewal fee - $250.00



2.2.3 Discount. — If the telemarketer registers at the Secretary’s web site,
or renews ifs registration at the Secretary’s web site, the appficant will be allowed a $50
discount.

2.3 Refund of fee.

2.3.1 No refund will be given, or credit established, for all or a portion of
the registration fee if during the registration year the registrant: (a) goes out of business,
(b) stops doing telemarketing activity in this State, or (c) has its telemarketing
registration certificate revoked or suspended.

2.3.2 No refund will be given, or credit established, for all or a portion of
the registration fee when the claim is for any other reason, except that a refund will be
made if payment of the fee, or any portion of the fee, was erroneous at the time it was
paid.

§119-301-3. Failure to register or meet security
requirement; remedies.

3.1 Civil administrative penalty. - Any person subject to this rule is subject to
imposition of a civil administrative penalty of not more than $5.000 per violation if the
person does any of the following:

3.1.1 Acts as a telemarketer without first registering with the Secretary as
required by section 46A-6F-301 of the Code:;

3.1.2 Acts as a telemarketer without first meeting the security
requirements set forth in section 46A-8F-302 of the Code, uniess the
telemarketer is exempt from the security requirements:

3.1.3 Acts as a telemarketer after failing to maintain a certificate of
registration as required by section 46A-6F-301 of the Code;

3.1.4 Acts as a telemarketer without furnishing the security required by
section 46A-6F-302 of the Code;

3.1.6 Acts as a telemarketer without maintaining the amount of security
required by section 46A-6F-302 of the Code;

3.1.7 Includes any material information on a registration application, or on
a renewal appiication, that is faise or misleading; or

3.1.8 Misrepresents that the telemarketer is registered with the Secretary.



3.2 Considerations. — When determining the amount of penaity to assess, the
. Secretary must take the following into account:

3.2.1 The seriousness of the violation;

3.2.2 Any good faith efforts of the telemarketer to comply with applicabie
requirements of article 6F, chapter 46A of the Code and this rule;

3.2.3 Any benefit obtained by person due to the act or omission;

3.2.4 The past history of the telemarketer in filing the initial application for
registration and subsequent renewals;

3.2.5 Whether the cause of the delinquency was unavoidable, or was due
to negligence or an intentional act of the telemarketer or an agent of the telemarketer;

3.2.6 The opportunity and degree of difficuity to correct erroneous or
. incomplete information in the initial application or a renewal application;

3.2.7 The cooperativeness and efforts made by the telemarketer or an
agent of the telemarketer to correct the erroneous or incomplete information for which
the penaity is to be imposed, in whole or in part;

3.2.8 The cost to the Secretary and time invoived in investigation and
correspondence prior to the time the erroneous or incomplete information is actually
correcied;

3.2.8 Any good faith belief by the telemarketer that it was exempt from the
registration requirements of section 46A-6F-301 of the Code, or the security
requirements of section 46A-6F-302 of the Code, or exempt from the requirements of
both sections;

3.2.10 The lack of actual knowledge by the telemarketer of the registration
. and security requirements of sections 46A-6F-301 and 302 of the Code;



3.2.11 The telemarketer’s business reputation and history, if offered by the
telemarketer;

3.3 Notice of civil administrative penalty. -- The telemarketer shall be notified
by certified mail or personal service of any alleged violation of section 46A-6F-301 or
302 of the Code. This notice must include:

3.3.1 A reference to the provision(s) of W. Va. Code §§ 46A-6F-301, 302
and 303 that that the person allegedly violated:

3.3.2 A concise statement of the facts alleged to constitute the
violation;

3.3.3 A statement of the amount of penaity sought o be imposed; and

3.3.4 A statement of the alleged violator’s right to a hearing the violator
desires to contest the proposed civil administrative penaity.

3.4 Request for hearing. — The alleged violator shall have 20 calendar days
after receipt of the notice within which to file with the Secretary a written request for a
hearing. If no hearing is requested, the notice becomes a final order after the 20th
calendar day.

3.4.1 Computation of time. - If the 20th calendar day falls on a
Saturday, Sunday or legal holiday in this State, the written request is timely if it is filed
on the next day that is not a Saturday, Sunday or legal holiday in this State.

3.4.2 Service. -- A written request for a hearing is filed timely when the
request is delivered to the Secretary in person on or before the last day for filing, or the
request is deposited in the United States mail, postage prepaid, addressed to one of the
following addresses; or the request is sent by other means recognized as service by the
courts of this State:

W.Va. Secretary of Tax and Revenue
Office of Telemarketing Registration

P.O. Box 963



Charleston, WV 25324-0983

W.Va. Secretary of Tax and Revenue
Office of Telemarketing Registration
Building 1, Room W-300
Charleston, WV 25305-0842
3.5 Hearing and appeal procedures.

3.5.1 When a request for hearing is filed timely, the Secretary shall inform the
alleged violator of the time and place of the hearing.

3.5.2 The Secretary may appoint a hearing examiner to conduct the hearing and
then make a written recommendation to the Secretary concemning the assessment of a
civil administrative penalty.

3.5.3 The hearing shali be conducted in accordance with the provisions of article
5, chapter 29A of this Code.

3.5.4 Within 30 days following the hearing, the Secretary shall issue and serve
on the alleged violator a written decision that explains the rationale for any assessment
of an administrative penalty.

3.5.5 An adverse decision may be appealed to the courts as provided in section
4, ariicle 5, chapter 29A of this Code.

3.5.6 No notice of a civil administrative penalty shall become due and payable
until after the procedures for review of the notice as set out in this section have been
completed.




Section 2,1  Definitions

On page 8 of the rule, in subsection (mm) under definition of pharmacist-in-charge:

Delete number 2 and substitute in lieu thereof the following:

“2. The pharmacist-in-charge has the responsibility for the practice of pharmacy, as defined in this
rule, at the pharmacy for which they are pharmacist-in-charge. The permit holder has
responsibility for all other functions, administrative and operational, of the pharmacy. The
pharmagcist-in-charge may advise the permit holder on administrative and operational matters but
following such advice shall not be legally required.”

Delete number 3 and substitute in lieu thereof the following:
“3. Works at least 30 hours a week with the pharmacist-in-charge working at least three days per
week in that pharmacy, including the use of any accrued annual or sick leave.”

Delete number 4.

Section 20.1 Duties and responsibilities of pharmacist-in-charge
On page 78 of the rule, in subsection (b) add the following two subsections:

“1. The pharmacist-in-charge has the responsibility for the practice of pharmacy, as defined in this
rule, at the pharmacy for which they are the pharmagist-in-charge. The permit holder has
responsibility for all other functions, administrative and operational, of the pharmacy. The
pharmacist-in-charge may advise the permit holder on administrative and operational matters but
following such advice shall not be legally required.”

“2. The pharmacist-in-charge shall notify the permit holder of potential violations of any statute,
rule or court order existing within the pharmacy. If appropriate action has not been taken within a
reasonable amount of time the pharmacist-in-charge shall reduce to writing the above and submit
to the permit holder with a copy to the Board of Pharmacy. No pharmacist-in-charge shall be
sanctioned by the Board for any violation of any statute, rule or court order if they have
previously given such notice to the permit holder. The permit holder shall be responsible for such
violations.”

On page 78 of the rule, in subsection (b) (2), delete words “develop or adopt” in line 1.

On page 79 of the rule, in subsection (b} (3), replace the word “establishing” in line 1 with the
word “implementing.”

Section 14.8 Professional Work Environment

On page 48 of the rule, delete subsection (a) substitute in lieu thereof the following:
“(a)  No pharmacist may work more than twelve (12) hours within a twenty-four (24) period



without at least eight (8) hours off duty in that 24 hours, except in a case of emergency when a
pharmacist calls off work, the pharmacist on duty may work more than twelve (12) hours in order
to keep the pharmacy open. The pharmacists would have to document the date and amount of
time worked beyond the twelve (12) hour limit along with the reason for the extended hours of
work and make it available to the Board.”

On page 49 of the rule add the following subsection (c):

“The pharmacist on duty or the permit holder shall notify the pharmacist-in-charge whenever a
prescription error, loss of drugs, or a violation of any statute ot rule occurs and the pharmagcist-in-
charge is not present.”



STATE OF WEST VIRGINIA
DEPARTMENT OF HEALTH AND HUMAN RESOURCES

Cecil H. Underwood Joan E. OQhl
Governo Sec
ovemar MEMORANDUM retary
TO: The Honorable Michael Ross
Co-Chairman

Legislative Rule-Making Review Committee

The Honorable Mark Hunt

Co-Chairman
Legislative Rule-Making Review Committee
-/
FROM: Henry G. Taylor, M.D., M.P.H. //égﬂy A /,2/"'
Commissioner, Bureau for Public Heatth
DATE: January 8, 1999
. RE: Emergency Rules for Emergency Medical Services 64 CSR 48

Please find enclosed correspondence related to emergency rules filed during the
last Legislative Session. The West Virginia EMS Advisory Council voted to support the
emergency ruling and the eventual passage of the proposed strike throughs, as requested
by the Legislature. Attached are minutes of the meeting. Although requested on two
separate occasions, only a few comments from the various fire associations and
departments were returned.

If you have any questions pertaining to this action, please feel free to call me.
Enclosures

pc.  Secretary Joan E. Ohl
David Forinash
Dr. Bill Ramsey
Mark King
Mary Huntley

BUREAU FOR PUBLIC HEALTH
Commissioner's Office
Building 3, Room 518, State Capitcl Complex
Charleston. West Virginla 25308-0801
Telephone: (304) 5568-2971 FAX: (304) §58-1 035



STATE OF WEST VIRGINIA

DEPARTMENT OF HEALTH AND HUMAN RESOURCES
Cecil H. Underwood Joan E. Ohl

Governor Secretary

January 8, 1999

The Honorable Michael Ross

Co-Chairman, Legislative Rule-Making Review Committee
West Virginia Senate

State Capitol Building, Room 203W

Charleston, West Virginia 25305

The Honorable Mark Hunt
. Co-Chairman, Legislative Rule-Making Review Committee
West Virginia House of Delegates
State Capitol Building, Room 215W
Charleston, West Virginia 25305

Dear Senator Ross and Delegate Hunt:

As you know, the Bureau filed emergency rules at the request of the Legislature to
relieve fire departments from provisions pertaining to EMS Agency licensing. The EMS
Advisory Council has been aware of this filing from the beginning, but would not vote on
the issue until much discussion over several meetings.

Although there were very few comments provided back to the Office of EMS, there
was significant discussion with participation by the fire community. The Councit did take
a stand on the proposed ruies on December 3, 1998, voting unanimously to support the
strike-through language as requested {see attached meeting minutes). Additional
discussion will be held with the fire community to seek out a finat solution on the rapid
response issue.

BUREAU FOR PUBLIC HEALTH
Commissioner'sOffice
Building 3, Roorn 518, State Capitol Complex
Charleston, West Virginta 25305-0501
Telephone: (304) 558-2971 FAX: (304) 558-1035



The Honorable Michael Ross
The Honorable Mark Hunt
January 8, 1999

Page Two

Lastly, Joe Altizer, staff for the Legislative Rule-Making Review Committee, asked
that a letter from you to the Committee explain this action. He needs the letter before the
Committee meets on Tuesday, January 12™. Thank you very much for your assistance in
this matter.

Sincerely,
Sowarr A T

Henry G. Taylor, M.D., M.P.H.
Commissioner

Attachments
cC: Dr. Bill Ramsey

Mark King
Denny Nurkiewicz



MINUTES

EMS ADVISORY COUNCIL
December 3, 1998
Bureau for Public Health

Members in Attendance Liaisons in Attendance Members Absent
Paul Seamann James Fife-Region III/IV John Riddle
James Noice Ox Johnson-Region V William Pierce
Frank Rodgers James Miller-Region VIII/IX Rick Wellman
Joyce White P.C. Pancake-Region I Joanna Craigo
Lois Lipscomb David McClure-Region 10/11

Allen Holder

Mike St. Clair

David Maynard
David Anderson

Guests in Attendance

Robert Wilson Wayne Lewis William Ramsey
Roger Bibbee Denny Nurkiewicz James Donathan
F. Gary Collis Marianne Perry Mark King

Jerry Kyle Joann Fleming

Chair Paul Seamann called the meeting to order at 11:03 a.m. in the 1¥ floor conference room
on 1411 Virginia Street, East.

Mark King introduced Robert Wilson as the new Training Director of the Office of Emergency
Medical Services. Guests were welcomed.

After presentation of the minutes of the meeting hetd on September 17, 1998, a_motion was
made by Joyce White, seconded by Lois Lipscomb, and accepted by the Council to approve
the minutes as presented.

A moment of silence was held for Thomas Spaulding, a paramedic from Putnam County killed
in the line of duty

A general discussion was held on the EMS Legislative Rules Revision changes, the process
of emergency filing, and the concerns of the fire community. A motion was made by Dave
Maynard and seconded by Mike St. Clair to accept the strikethroughs of the EMS rules as
written. After another lengthy discussion was held on the strikethroughs, a vote was called
for with 9 favoring and O opposing the motion.



The next item on the agenda was an update by Denny Nurkiewicz on the PCS Sprint
negotiations and the 911 tracking project, both of which are progressing very smoothly.

The AED Legislation was the next item up for discussion. Dr. David Anderson gave an
update on the upcoming legisiation for AEDs, pointing out that an important piece of the
legislation is the inclusion of the EMS system in the bystander program on page 4 and that
it be a registered program. The issue of medical oversight was considered as extremely
important, -

A report on the Critical Care Transport Task Force was given by Dr. David Anderson for Joe
Lynch. The Task Force will be meeting to come up with guidelines for this form of service.
Thers has been some very good preliminary work.

Dr. Ramsey’s report:
* Need to make sure hospitals and association are on board to work on Critical Care
Transport Task Force guidelines.

He thanked the AED Task Force for a very efficient and quick document.

He gave updated information on medical direction issues which included intemet
addresses for regional medical directors, orange mailing labels for regional medical
directors, monthly teleconferencing, clarifying statewide DNR protocols, new
procedures for the statewide protocols, region V medical command, re-emphasis on
the statewide trauma system, recertification issues, and paramedics in the ED.

Next item on the agenda was a call for a Certification Task Force by Mark King to work with
the State Office, EMS Coalition, CTC on the process of certification, rules and regulations,
picture card/bar graph identification card and National Registry issues. Suggestions to serve
on this Task Force were: Paul Seamann (EMS Coalition), Gail Dragoo (regional program
director), Patty Reger (RESA/Education Association), Jerry Kyle, and fire association. Dr.
David Anderson suggested that Mark or Dr. Ramsey send a communication to restate that
certification stands as is until otherwise notified.

Liaison reports:

Region i Mr. Pancake reports that they are satisfied in their region.

Region V Ox Johnson reported that the regional medical command issue is
resolving very smoothly. A trauma center site visit was held at Jackson
General Hospital. Pleasants County EMS may be going out of business
on 1/1/99 but a Task Force has been appointed to look at solutions.

Region VI/VI Dr. Anderson reported that certification issues are a problem but should
be resolved with the communication from Mark.



. Region VIIIAX Jim Miller asked for a licensure update of EMS agencies and the status
of the hiring of the programmer in QCRHS.

Region X/XI David McClure reported that the issues in their region are medical
command and trauma center designation.

Other Business:

Allen Holder asked about the govemor reappointments to the Advisory Council. Members are
to remain status quo until notified otherwise.

Lois Lipscomb reported on the ex fisaco membership on the Educational Association. There
is not anything in the bylaws that addresses this issue, but they will bring it up at the January
meeting.

Meeting adjourned at 12:56 p.m.



PROPOSED CHANGES TO WEST VIRGINIA LEGISLATIVE RULE - DIVISION OF
HEALTH, EMERGENCY MED CAL SERVICES - 64 C.S.R. 48

A)

B)

)

D)

E)

2 6. Basic Life Support (BLS). — A basic level of out-of-hospital and interfacility
emergency medical servic.s provided when a patient requires BLS services or conlinuat
medical supervision. Basi : ife support can be performed by ALS personnel as well as
EMT-B, EMSA-LPN, B T-FR EMSA-FR or as stated in this rule.

Recall definition as re-wriiten:

2.29. Fire Department Rpid Response. A recognized fire department that is licensed

as an EMS agency to provide Rapid Response-BLS or Rapid Response-ALS service as

Recall Definition as re-writlen:

2.41. Recognized Fire Department. Any organization established for the purposes of
providing fire suppression, fire protection, and related activities that is recognized by the
West Virginia State Fire Commission.

Recall stricken provision 0°5.1:

of this rule;: 5.3.a - Off-Li
Communications. 5.5, - Ra:
- Training: 5.11.¢. - Facilith:s;
and Organization; and 5.12 ¢. - Manggement Training.
Recall and modify stricken jrovision of 6.1:

The commissioner shall isst e a license at no cost for EMS agencies such as, but not

limited to, recognized fire departments seeking licensure as Rapid Response - BLS or



G)

D

Rapid Response - ALS s« rvice provided the fire department rapid response service does
not charge a fee for services rendered. Fire department rapid response services shall
comply with application and documentation requirements of activities and practices as
noted in Section 64-48-3, §4-48-4, 64-48-5, and 64-48-6 of these rules. EMS agencies
providing Rapid Respons:: service for & fee shall be subject to payment of all fees and

inspections as otherwise rsqmred by these rules. wggmn_

Modify 14.1.3.3. to read 2 follows:
14.1.23. For individuals 1 /ho are not affiliated with an EMS agency or Recognized Fire

Department, final certification credentials and the ability to provide service according to
the Office of EMS “Stand: rds of Practice for EMS Personne!” will not be granted until
such time as the individual becomes affiliated with either an EMS agency and its
associated medical director or a recognized fire department.

Modify 14.2.a.7 to read as follows:

14.2.27. For individuals who are not affiliated with an EMS agency or Recognized Fire
Department, final certification credentials and the ability to provide service according to
the Office of EMS “Standa: ds of Practice for EMS Personnel” will not be granted until
such time as the individual hecomes affiliated with either an EMS agency and its

associated medical director or a recognized fire department.
Delete Definition emd Reference to RESCUE fourrd at 2.40.
Modify 5.3.a.

5.3.a. Off-Line Medical D:rection. All EMS agencies shall have g coynty or squad
Mmm_wwm
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. 9:00 - 11:00 a.m. islative e-Making Review Committee
(Code §29A-3-10)
Sepate Finance Room
Earl Ray Tomblin, ex Robert 8. Kiss, ex
officio nonvoting member officio nonvoting member
Sepate House
Ross, Chair Hunt, Chair
Anderson, Vice Chair Linch, Vice Chair
Bowman Compton
Macnaughtan Jenkins
Boley Faircloth
Buckalew Riggs
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