Median Vaccination Levels at the Second Birthday
Retrospective School Enterer Surveys - School Year 1991/92
_ Excluding Termitories
by Universal Purchase Status

Universal Purchase States: Connecticut, Maine (excluding polio), Massachusetts, New Hampsmre Vemmont, Wyommg and

Alaska
Reports not received from South Dakota and Michigan (DTP only)

Vaccination Universal Purchase Other Areas

431 . | 622% (78.9-527) | 55.8% (69.5-17.9)
[N=6] [N=A43} :

4DTP 65.8% (73.3-56.6) 56.6% (72.1-20.5)
N=6] [N=40]
83.4% (85 4-685) 71.3% (88.9-49.8)
[N=5]} : (N=40}
84.3% (90.8-73.7) 76.5% (85.0-47.2)
IN=7] = :

Purchase areas - Alaska con

- Kindergasten and first grade children surveyed during school year 1991/92 were generally bom during 1985 and 1986.
" These children would have been included under universal wtduase of vaccine for the years 1985-1988, depending upon
- the grade surveyed. ,

- Universal puwhwe states included have been providing DTP polio, and MMR continuously since at least 1985.
Maine only provides DTP and MMR." Mame was excluded from estimates for 4:3:1 and polio.

- ldaho discontinued universal pumhase for the years 1986-1989. Children in the ldaho survey were 5 years of age at the
time of the survey and would have been receiving their vaccinations during the time universal purchase had been :
discontinued. Therefore, idaho has been included in the "Other Areas'.

- Washington State began universal purchase for the first time in late 1990 and has been included in the ‘Other Areas’.
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Centers for Disease Control
Atlanta GA 30333

December 15, 1992

Dear Colleagué'

Thank you for your efforts to improve ccllectlon of preschool
immunization assessment data for each of the immunization
projects.

As you remember, the collection of assessment data for
children at their second birthday was a reporting requlrement
beginning with the 1991-1992 =zchocl year. The document,
"Sampling Procedure for Conducting Immunization
Assessment/validation Surveys for School and Day Care Centers,
Retrospective Surveys Using School System Databases and
Guidelines for Public Health Immunization Clinic Audits for
Immunization Project Areas" (dated July, 1992) outlined the
procedure for collecting these data. This procedure was
presented at the 25th National Immunization Conference in June
1991, and was also used to conduct retrospective immunization
surveys of children at their second birthday in 20

‘cities/counties and in one rural area during 1991 and 1992.

'Enclosed with this letter is information which we plan to

publish in the near future. As of November 13, 1992, 51
immunization projects have submitted immunization assessment
reports for children 2 years of age. Two of these projects
gsubmitted current data rather than conducting the recommended
retrogpective immunization survey. It has taken an unusual
amount of time for several projects to complete this data
collection process for the 1991-1992 school year.
Disappointingly, 10 projects have not yet submitted reports.
and two projects were unable to collect data during this past
school year.

The provisional results from the 1991-1992 school year have
been summarized in both tabular and map format. Remember that
the data for children entering schocl during this past school
year represent the immunization status at their second
birthday. Critics will say this is "old data" and "does not

- present the current situation,' which is true., However, these

surveys are record-based, population-based and are relatively
inexpensive to conduct.

It is remarkable to note that all the results present fairly
low, up-to-date (DTP4, OPV3, MMR) immunization levels for
these children. Sixteen immunization projects reported
immunization levels below 50 percent. Only four projects
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reported levels above 66 percent and one (Palau) reported
levels above 80 percent. The project-by-project "4:3:1°"
immunization levels are presented in the enclosed table and
map. Please notice that *"3:3:1" and antigen specific (DTP4,
OPV3 and MMR) are presented in the table. These data indicate
that much work must be done, both to improve the data
collection process in terms of timeliness and to improve the
up-to-date {("4:3:1") immunization levels for children at their
second birthday in terms of the vaccine delivery process.

A brief summary shows antigen specific, median levels and
ranges of:’

N Median - Range
4:3:1 ’ 50 55.9% 17.9%-100%
R 49 76.7% . 43.0%-1008%
DTP 4+ 46 57.5% 20.5%-100%
polio 3+ . 47 73.7% T 41.0%-100%

These results, both the median and the individual estimates
{excluding Palau), when compared to the 90 percent goal by the
Year 2000, indicate how far we have to go. Using these data
as a springboard, we hope to dramatically increase both our
antigen specific and up-to-date preschocol immunization levels.

The 21 cities/counties/rural areas mentioconed above collected
similar retrospective immunization information with the direct
assistance of CDC staff. A more in-depth analysis of those
data sets suggested that more than 90 percent of our preschool
population received their first immunization during their
first year of life (Retrospective assessment of vaccination

. coverage among school-aged children--selected U.S. cities,
1991. MMWR 1992:41(6):103-7). Other studies have presented
data confirming that a very high percentage "get into the
delivery system," but a substantial number drop out before
their second birthday. -

In bringing this to your attention, I encourage you to analyze
your retrospective school immunization data for the present
school year in more detail. An in-depth analysis can be
completed by using two retrospective survey analysis software
packages developed by the Data Management Branch. These data
sets ‘bring alive" a description of the recent past history of
the vaccine service delivery system in your area.
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Please submit data for the 1992-1993 ‘school year to the
Division of Immunization by April 1, 1993, You will need to
contact Ron Teske with the Program Services Branch at (404)
639-1414 if you are unable to meet the deadline. If you have
any questions about the survey analysis software -packages,
conducting the survey or analysis of survey data, please
contact Betty Zell, John Stevenson or Don Eddlns of Data
Management Branch at (404) 639-1884,

Slncerely,yours,

'haty}§33 G é&“*xxjttzhh\

Walter A. Orensteln, M.D.
Director
Division of Immunization
- National Center for Prevention Services

2 Enclosures

cc:

- Regional Offices _
Immunization Program Managers
Immunization Program Consultants -
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Retrospective Survey Results of Immunizacion Status
“ of Children ar Second Birthday
by Immunization Project: School Year 1591/92
United States
{Reports Received by 13 November 1592)

FROJECT GRADE 4:3:1 3:3:1 DTPL POL MMR | ANY
CONNECTICUT K 59.4 71.2 §2.0 83.4 78.3 88.§
- MAINE K 65.29 75.29 72.61 82.87 85.19 98.64
MASSACHUSETTS 4 64.92 75.63 §9.57 84.93 84.25 97.7%

NEW HAMPSHIRE 1 78.9 89.0 .
RHODE ISLAND X 67.6 79.7 72.1 88.9 . 85.0 98.4
VERMONT NR '

NEW JERSEY 1 50.2° 85.0 58.3 82.8 64.5 97.2
NEW YORK STATE K 55.8 70.4 89.8 194 81.8 97.7
NEW YORK CITY K 7.8 46.4 47.8 56.8 70.5 95.3
PUERTO RICO K 38.4 61.1 41.5 79.2 §7.2 §6.7
VIRGIN ISLANDS K 38.0 40.0 3.0 41.0 43.0 68.0
DELANARE NR

DISTRICT OF COLUMBIA - R 38.7 §5.2 43.4 73.8 61.6 85.1
MARYLAND 1 56.6 69.5 £2.2 79.8 80.6 §7.7
PENNSYLVANIA X S§.1 - T4.8 62.2 78.7 79.4 100.0
VIRGINIA 1 4 57.8 €8.74 65,2 76.61 78.78. 96.46
WEST VIRGINIA K 48.1 61.1 $1.5 68.9 77.3 97.8
ALABAMA K 57.0 81.0

FLORIDA 4 49.2 62.2 53.4 72.2 7¢.8 95.8
GECRGIA X 50.64 63.76 52.96 . 70.27 76 .65 94.43
KENTUCKY K 60.3 63.1 69.6 83.0
MISSISSIPPI KR : :

NORTH CAROLINA 1 58.1 7¢.0 §0.0 79.1 81.7 $7.7
SOUTH CAROLINA NR . .

TENNESSEE cum €9.5

ILLINCIS ‘R 60.7 63.6 76.1 69.4
CHICAQO=-PUBLIC SCH K 27.3 34.7 35.6 49.8 47.2 82.4
INDIANA K 56.0 59.0 75.0 6.0 98.0
MICHIGAN NR ' .

MINNESOTA K 61.4 . 68.3 64.7 73.7 82.8 97.4
OHIo K 51.0 §7.¢ 59.¢ §9.0 78.0 96.0
WISCONSIN * R 60.9 72.0 §3.0 77.9 83.7 96.5
AREKANSAS K 42.¢0 53.4 -44.4 58.3 73.9 96.0
LOUISIANA K 58.0 58.0 61.0 71.0 77.49 97.¢
NEW MEXICO ®/1 54. s 53.4 §5.0 60. 5 16.5 95.4
OKLAHOMA X 86.7 45.4 62.0 75.5

TEXAS o) 1o o .
HOUSTON K 17.9 49.6 20.5 64.3 59.8 84.3
SAN ANTONIO K 58.0 66.0 42.0 65.0 8.0 93.0
IOWA K §1.73 © 59,75 53.4 63.92 78.01 95.76
KANSAS K £8.4 61.2 77.4 79.9

MISSOURI K 44.1 61.2 48.8 71.6 70.8 94.0
NEBRASKA X 65.9 77.0 70.0 84.0 85.0 < 99.0
COLORADO R 0.8

MONTANA X §3.2 77.0 53.6 65.5 80.4

NORTH DAKOTA CUR §8.3 "63.1 © o 61.0 65.8 74.8 99.4
SOUTH DAROTA DNC

UTAH X 38.8 46.6 37.9 §4.5 $7.5 - 78.5
WYOMING NR

AMERICAN SOMOA MR )

ARIZONA K 4B.7 64.9 83.1 78.9 70.7 93.4
CALIFORNIA K 48.3 §2.7 84.1 77.6 70.2 94.9
GUAM NR :

HAWAII (PUR SCH! K 60.8 54.5 64.0 76.7 80.4 96.3
NEVADA 1 41.8 £6.8 44.5 .67.2 71.2 54.7
FED. s*ams/axcnmsn 1 97.1 : 97.3 $7.9 '
PALAU 1 100.0 . 100.0 100.0 . 100.0

MARSHALL ISLANDS NR

NORTHERN MARIANA NR

ALASKA K 52.7 £§9.4 © 56.6 68.5 73.7 85.0
IDAHO K 49.4 59.6 | 52.6 66.2 72.2 93.9
QREGON i 47.2 58.8 . 50.5 §9.2 72.5 94.4
WASHINGTON K 50.8 66.2 54.8 75.9% 76.0 $7.1

K - Kindergarten

1 - First grade

* - BExcludes Mllwaukee

WB - Reports not recelved .

CUR - CQurrent information, i.e., not retrospective

DNC - Did not cenduct gurvey
. f
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Immunization Status* of School Enterers**
at the Second Birthday, U.S., 1991-1992
Ai;:; | ‘ﬁ?ss» g b bR
\l‘%'j‘(: ey @ e -
(| Did not report 50%-<60% Bl >70%
| b ] <50% B 60%-<70% o | |
. *4 DTP, 3 Polio, 1 MMR - C
| ** North Dakota & Tennessee results from children 2 years of age 1991
Reports received as of November 13, 1992

1<y

HAVA ZAVI T3

T

Ko

b E6-

I OWdST: T

=202/SdON ‘K]

L JL #:1g99g es 1oz



@7/27/33 17:23 OMB LRD-LIC oa1

' OFFICE OF MANAGEMENT AND BUDGET
' Legislative Reference Division:
Labor-Welfare-Personnel Branch

. @% "
)
A

e , Y293
FROM: Janet Fo.rsgren | ‘,‘@/(/ i % |
oate: ___1/27)43 e Gioo pri 20

Pages sent (including transmittal sheet): : 4’

COMMENTS: LIH<S (0oul) UKE T8 <En0 THIS LETTEC.
THE ReContici ATIN conNFEgEes ASAP on
WEONEDRY, SuLY 28 ™ PLeAse Qive Youl CommENTS
T BB Pewicer BY 10:20AM onN WEONESDAY .
His Pore Numeee ls X 437 |

TO:. '
U NAMY -avv i
Howaeo Pastec.. o
Cookie waroen (SAea Rosenavm )
JoHn ANGELL ' |

PLEASE CALL THE PERSON(S) NAMED ABOVE FOR IMMEDIATE PICK-UP.
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Deax conrarin:

As the confermnce delibsrations on reconciliation drav to a
dlosa, T azqin urge your unqualified support for the Presicdent’s
childhoed i{mmunization initiative. 1t .19 izperativa that tha
sonferaas auppoart a comprosise that 1) makas vacoines available
whers children are ~ in doctors’ offices: 2) rebuilds our-
Nation’s immunization delivery, outrexoh and aducation aystems;
and 3) uses federal and state purchasing power to sxpand tha
availability of lover priced vaceine. :

In addition, Y am taking this opportunity to share my thoughts
with you on key ipmunisation relatea issues, inscluding vasaine
affordability, vaccine bulk purchase and measures to compel
public asslstence ruwciplents to immunigze their childran.

Ivexryone agrsss that the United states chilahoed immunigzation
rate i¢ daplorable. Also, thers is a2 consensus that a rangs of
barriere exist to getting chilaren immuniced. Nost racognize
that a aompraehensive solution, addrassing each of the barriers to
immunigation, is the best means of signiricantly increasing our
ohild immunization ratas. Pinslly, there is wideapread agreement
that the best solution would incrsase the numbar of childran .
baing iwmunized at an appropriate age by their own providers of

‘ prinarr care, espsvislly these seeing private physiciana..

" ke :
Veouine affordability is onm of the major parriers to aga-
appropriate immunization. Last weeX, a new dGeneral Accounting
office (GAO) report to Chairman Dingall found that it is not
poasibla with avajlable dats to guantity spacitfically the impact
of vaccine prices alone--or for that mattaer for each of the
relavant fadtors-~on immunization rates.: The GAC report noted
that the:average immunization rates in "states distributing free
vaccine to all children vas 66%, corpared to 57§ in other
states,” and oconcluded that “whila policiax demigned to affaot
vaocine prices alone would not be- sufficient to achieve the
Public Health Service’s goal for the entire country, providing
frsa vaccinas may incrsase. the immunization rate.®

Anothex.CAD ﬁhport‘:eleaaad in uurch‘199§,
0N ODD -V g _lipravea | mun

ni§hey 3 A\ + i
Sagt, found that 9 Zurcpsan countries that pro

, veréél
access. to vacoines showed presachool immunisation rates.
substantially higher than thoss found in:the United Btates.

v . 7
These GAO studies, like many others, support the belief strongly
held by the Clinton Administration.that an affective immunigation
atrat-gg muet: be a comprehensive one that addresses all barriers
that inhibit children from receiving vacoines. The
Administration has always srgued that vacoine affordability is
only part of A comprehsnasive solution and ix not, in and o
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itsels, thegnnly ansver to inorasasing %anuniiatiun<rat0-.

Public purchasa and distribution of vacoins to private doectors’
oftices addresses another Xey barrier to imnunization--ease of
accenss. Btudias have shown that unvacoinated children do have
nultiple contacts with private dootors but that the cost of
vaddines and immunization services is causing patient shifting
from private doctors’ officea Lo already aoverpurdensda public
nealth olinfca vhere vaccines are usually freoe. HoOwever, booause
of underataffing, long olinic waits, short clinic hours as well
48 transportation and other related darriers to reaching a second
sits, many of thase children are not besing immunized. -That iz =
why it i8 all the more important to provide vaocines whers the
childran are--at the doctors’ office.

I believe that an expanded federal bulk purchase program would
inorease the numbaer of children immunized. I am hopeful that the
conferance committess will include provisions to expand access to
vacoinas for children vhe currantly ara not sligible to rscsive
free vacoine. Under ths House-passed immunization plan, all
Medioaid children and all childrsn without private insurance for
immunigation: benefits vould be eligible .for fres vaccina.
According to. tha Congressienal Budget office in addition to the
Madicaid children already eligible,

adaitional ohildran would bs coversd under the House-passad bill.
Unfortunatsly, under the Senate-passed version no additional
children would ba aligible for fras vacoines. As the conferses
vaigh oompeting budget prwssures to determine the number of
children we can afford to serve this year, it ehould de clear
that the Oenate passsd nunbsr of zero is unacceptable. '

In addition to federel pnrchis- authorivy, I would like to
highlight othar provisions that address key barriers in our
comprehensive lmmunization initiative.

A oritically: iuportant proviaion is the ;gtats QpLion to purohage
WMWW@--Hh all
taxpaysrs, residents Iln states whiah hass VACOIinAR in bulk
ara entitied.to the best available price: for their hard earned :
dollars. This provision is vitally important to tha twanty-thres
Stataas that new purchase vaccines in bulk at the CDC price and teo

those additional statas.that have requastad, dut hava =o far been
dsnied, the ODC price from vacoine manufacturers.

Sscond, we must WMW
at the Stete:and local level. Strengthening our vaacine delivery

system by increasing the availability ofe izmunization services at

elinics, by providing for immunization registriss, and by
launching an:ongeing outreach effort to eduvats parsnts and
previders is.a keyslune tu our comprehensive strategy.

g‘« :
We must continue to nxn1nlesnn:nhsnllIzn:_inc:innlng.pn:ng:al
so that parents get thair ohildren immunized., As.

responeibility
part of that effort, the Administration has proposed languagae

A
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that directs the Sacretary to conduct. 5 Aid to Pamilies with
Depsndent Children denongtration projects to develop successful
stratagies that accomplish the goal.

In closing, T would urge that ths Confsyence Committee measura
provide a nulti~faceted, comprahenazive solution, with provisions
1or strengthening tmaunization sarvices at the Btate and local
level, increasing parent and providar edusation snd outreach
prograns, and for previding vaceins vithout charge to those.
fanilies least able to afgorad it.

Danna Shalala
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[.’ lNTRODUCTION o

| Amicus Callforma Consortxum for the Prevention of Child Abuse (Consortlum) files
this memorandum of points and authormgs in suppor‘tuof an-injunction directing the U.S.
Department of Health and Human Services (DHHS) to disiribufe to California its
proportlonate share of the funds a\jallable to eligible states under the Chlld Abuse
Preventlon and Treatment. Act (CAPTA), 42 U.S.C. section 5101 et seq. The Consortlum
supports the State and presents additional, separate argument in its request. While 46 other
states are currently able to support thelr chlld abuse preventlon programs with CAPTA

funds California is denied funds categorxcally

The Consortium also supports, in the alternative, the continuation of the 'IRO now | -

'.m force in the form ofa prehmmary mjunctlon Qendeme lite. Such a prellmmary m]unctlon' . '

mamtams the stdtus quo by assuring the funds here in d;spute will be avallableﬁ fo;

dlstnbutlon to Cahf()rma should the State prevail in this Iltlganon

I. = PLAIN l‘ll* FS ARE ENTITLED TO A l’ERMANENT lNJUNCTlON AND ORDER

Al lntroductxon

The rejection of California CAPTA fundmg here at issue has occurred in a manner
requiring Cdl‘lflCd.tl()n DHHS argues that the stundard of review for the permanent

mjunctmn is narrow and that the court’s inquiry is c1rcumscrlbed to the "administrative

record." The defendants’ Motion to Strike the declarations of experts Professors Wald and

Fellmeth Simiiarly réfers to an "APA" adniinistrative record that declarants presumably
1mpr0perly contradict. | | |

The actual procedural history of this case is that the State of California applied to
DHHS for CAPTA funds which would be spent under state contract by Consortium
members for the benefit of California childrern. DHHS announced its objection. to certain |
California laws, communicated' with fcertain State officiais regarding these objections,

received an Attorney General letter seeking to explain California law, and then issued a

final rejection letter shortly before the October 1, 1992 funding date. DHHS’ denial of

CAPTA funds was never subjected to any notice or hearing process. Rather, the denial was

‘Points & Authorities ,
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an administrative decision after limited private discussions with several state officials.)
Although Defendants’ declarations of Lloyd, Wright, and Gillet indicate an allegedly
complicated procedure of weighing and discussing the adequacy of respective state systéms,
followed by eonsidera;ion of "waivers” or informal extension to certain states based on “good
faith” efforts to comply; these proceedings are entirely private and in-house, or with certain
state officials. No open p_rocess existed.

| The involvement of the Consortium or the Children’s Advocaey Institute (CAI), here
serving as counsel for the Consoftium; \\e;as limited to comménts to Athe State concerning the-

prospective denial. The Consortium and CAI are aware of no person or organization,

mcludmg, themselves, who had any formal commumcatlon W|th DHHS about the demal

: DHHS never invited such comment The ﬁulure to glve APA notlce or to provnde for pubhc

comment or hearmg in any form precluded any give and take.” No dlscussmn or review of
DHHS’ denial criteria occurred in the manner countenanced by APA procedure or due
process standards. The Consomum dnd its members whose interest in thlS action arlses as

likely beneficiaries of the funds at issue, have hdd no prlor opportumty to object to DHHS’ :

] regrettdble decision. There is snmp]y no APA administrative record for the court to review

in this case; DHES never comphed,wnh the APA. The standard of review and the factual

setting of this case involves the review of an administrative decision made without a public

1| record.

From the outset, two unexpected D[i'HS’«~'apprQacl1es exacerbated the substantive
problems with its methodology in conéidering_California’s compliance. First, DHHS
consistently claimed thzit a consideration Qf caselaw is inappropriate to interpret' California
statutes in weighing their compliance with federal standards. (See Declaration of Professor

Robert C. Fellmeth.) The Consortium respectfully contends that all statutes are properly .

considered in light of judicial interpretation-of their meaning. Second, the defendants have

contended that California would be evaluated tabula rasa and without regard to any other
state. Id. The Consortium objects to this premise as well, and contends that a denial of

funds to one state based on an alleged statutory term commonly found in the law of other
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states recelvmg fundmg constitutes a clear abuse ()f dlscretxon warranting reversal One .

constant in Judlcxal review of administrative. act:ons is an mmstence on uniform, consistent

standards equ:tably app lied.
B. The Apphcable Standard of Revrew

The relevant statute for the judicial review of administrative dgency decnsnons 5

'US.C. section 7()6 prowdes

‘To the extent necessary to decision and when presented the reviewing
~ court shall decide all relevant questions of law, interpret constitutional

and statutory provisions, and determine the meamng or applicability

of the terms of an agency action. The reviewing court shall

x % X

(2) hold unlawful and set aslde agency actmn fmdlngs and conclusnons A

'foundtobe S o ST L :

***

(A) arbltrdry, caprlcu)us an abuse of dxscretlon or otherwxse not in

accordance with law;’ :
(B) contrary to consmutlonal rxght power, pr1v1lege or- lmmumty,
- (C) in excess of. Statutory Jurlsdu,non duthonty, or hmltanons, or .

fshort ()t stdtutory rlght

Here the dxspute anses prlmanly from the le gnsldtlve mtent of the applicable federal

substantive statute (Suhsectlon B of CAPTA) 'DHHS’ interpretation of regulations (45

C.F.R. section 1340.14), state smtumry law, and mterpre{lve stdte\caseiaw Each of these
areas of inquiry involves imerpretzuu)n of law, which is within the domam of a reviewing

court. Pollgreen v. M()ms 770 F.2d 1536 (1 Ith Cir. 1985) reh. den., en bang, 781 F.2d 905

(11th Cir. 1985).
Under 5 U.S.C. section 706(2)(A), discretionary agency decisions are reviewable for

abuse of dlscretlon Wolchuck v. Bowen, 871 F.2d 869 (9th Cir. 1989). Even the rational

basis test consnders whether the decision was "based on the relevant factors and whether

that has been a clear error ofjudgment " Western & Southern Life Ins. Co, v. Smlth 859

| F.2d 407 (6th Cir. 1988). Even where an agency-is interpreting its own regulation involving

its expernse the deference glven to it is llmlted
As where the courts review an agency’s construction of a statute Wthh
the agency administers, the- deference owed to an expert tribunal

l’e;um & Authorities )
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| Gillet clalms to have constdered caselaw (Declaration at p 3), no California case which has

- mcludes the paragraph:

Points & Authoritics

Although Arizona has a very similar statute, DHHS contends its additional statute closing

¥

“initial" records provides coﬁtpliénce; Def. P&A in Opp. to Pl at 14. But "initial" is s not
defined and has ditferent meanings for child abuse reporting. "Initial" could mean the first |-
call to police or a child protective serwce The reporter of child abuse is then 1nterv1ewed
by an investigator, bu,t as this is not the ‘initial" report, the mvestlgatwe interview would
t‘hen be disclosable. Another meaning could reasonahly be considered. Frequently,‘ achild|
abuse er neglect iilvestigation has multiple reporté over time. An "initial" report would then
l)e the first report and mvesttg,atmn in time, so that all subsequem reports and mvestxgatlons
could be dxsclosed Because Artzona continues to have its own balancing test the new
wmdow dressmg statute is 1rrelevant and would not prevent a:disclosure of the identity of |-
the Chl]d abuse reporter D[IHS’ acceptdnce of the Arlzona statute may arise from its lack
of knowledge‘()f actual child abuse reporting. |

leen the intent of the confldentlahty reguldnons DHHS abused its discretion by not

even consldermg how Caltforma actua]ly tmplements confldentmhty Although Charles

ever released mformatlon ‘in wolauon xof federal senmbilities has been cited. The

Consortium believes that none can be cited; they do not exist.

.4.‘ DHHS Claims California Permits Impermissible Deference to Religion
in Child Abuse Reporting and Intervening ' :

]

The relevant DHIIS regulation, 45 C.F.R. sectlon 1340.2(2)(ii), prowdes

Nothing in this part should be construed as requlrmg or prohibiting a

finding of negligent treatment when a parent practicing his or her
religious beliefs does not, for that reason alone, provide medical
treatment for a child; provided, however, that if such a finding is-
prohibited that prohibition shall not limit the administrative or judicial
authority of the State to ensure that medical services are provxded to
the child when his health requires it.

The state’s definition of “neglect" for reporting purposes, at Penal Code‘section'11.165.2, ‘

For the purposes of this chapter a child receiving treatment by
spiritual means...or not receiving specified medical treatment for

in Suppon of Injunctive Refiel -17-
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" religious reasons, shall not for that reason alone be considered a
neglected child. An informed and appropriate medical decision made
by parent or guardian after consultation with a physician or physicians
who have examined the mmor does not constltute neglect.

In part WIC section 3OG(b) descrlbmg a neglected chx]d who comes w1thm the junsdlctxon

of the Juvemle court, prowdea

When,ever it is alleged that a minor comes within the jurisdiction of
the court on the basis of the parent’s or guardian’s willful failure to
provide adequate medical treatment or specific decision to provide
spiritual treatment through prayer, the court shall give deference to the
parent’s or guardian’s medical treatment, nontreatment, or spiritual
treatment through prayer alone in accordance with the tenets and
practices of a recognized church or religious denomination, by an
accredited practitioner thereof, and shall not assume juribdiction unless
~necessary to protect.the minor from suffering from serious harm or
- illness. In making its determlndnon the court sha]l consider....
(emphasls added) . :

DHHS first obje_ctionj (letter, at page 3) is that the réporting statute, Penal Code

section 11165.2 above, is "ambiguous" because it focuses on the child as possibly neglected,

“rather than the "status of the parent to be affected.” But it is DHHS which is confused.

Why should this provision of law focus on "parents“? This is not a criminal statute for child

~ nebleu in withholding treatment out of religious conviction. Thn, statute has to do with

reportmg to the juvenile court; it is not &prmane to adult criminal jurisdiction—that is found

| ‘elsewhere At the time of reportlng and in juvemle court, the child’s status is at issue, not |

the parents’, culpabil}ity.* After testimony, the court simply orders the approprizite medical
treatment for the child. Other than an objection to grammatical s.tyle, DHHS’ concern is
irrélevaint' to !the' issue—the prptécﬁ()n of:chi’l‘dren. A

DHI—IS’ pbsition ‘d‘n'thivs issue is also.cdntradictofy.'; Tts own definition of the

applicﬁble f‘egulation 45 C.F.R. section 1340. 2(d)(3) states: "(T)hreatened harm toa child’é

health or welfare means a substdntml rmk of harm to the ChlIdS hedlth or. welfare”
(emphasis added). WIC section .300(b) varies from this regulation only in that it uses
"serious” rather lhan substdmml " Cahfornu clearly complies w1th the language of the

_regulatxon. See the dtta‘ched‘Dec}amu()ns of David Chadwick, MD, and Professor Mlchael

- Points & Authorities
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Wald.

CThe . C Consorttum is__extremely _concerned_. .w1th _the effect of the letters
i.1he - Consortit

v
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“recommendations. Does government reall y want parents reported because they pray.\ when k
~ :

}
“their childrén are mmharm is threatened in every cold, tummy “ache, fever, and’ ?
.
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earacmhlldren If parents pray as to sprains and minor ailments and only s seek i

g e .-.uv*

@anhen a Chlld 1S serlously ill, should the state remove these chi chtldren fromz

thexr parents? j

; " Inthe ( Consortmm s expenence California. has no religious exceptlon for reportlng,

“’\.r‘

lnvestlganﬁ'g‘,'“”m prosecutmg parents for. child.abuse and neglect The Declaratlon of

— o et e W

T
v W”}V

—Professor Michael Wald is mstructlve as to s to the approprlate language mpCaltforma Statutes

oo S __,w_a',.«

v

“and ’aselaw DHHS™ mterpretatlon exceeds the reasonable words of 1ts own regulatlon

R, P RSP

Cwhere there is a threat of serious harm, the juvenile court is empowered to take custody of ||

RS ‘J

the child and order medical treatment DHHS”” mterpretatlon is faciallyu unreasonable and’

L an inaccurate description of the law and its enforcementcm_Cahforma It is unclear what

LCahforma would have to do to comply that it does not already doJ

R ——
b

Agam v1rtually every state has ]anguage similar to the wordmg ef the Cal lforma
statutes here discusséd. DHHS admits that Cahformas so-called religious ex‘empnon‘
statutes it deems ohjectionable are- nearly' identical to those-in 37 other eligible states. In
‘addition, this review for religious deference was begun in 1990. Def. P&A in Opp. to Pl at
8-9. With two years to.review s‘tate statutes, only California is-ineligible t;or funding,
Apparently, although California is in the 1dent|cal statutory position as 37 other states, the
lack of fundmg was not related to eligibility but due to a personahzed DHHS interpretation
of "due process and falrness " Oct. 2 Dec. of David Lloyd, p. 10. | |

E. The Standards Here Demanded of California Are Not Applied to Any Other
‘ State; Most Have Provisions Identical to the Caleorma Statutes Here at
Issue—None Have Been Denied Funds :

The Defendants’ Memorandum of Points and Authorities in Opposition to

Preliminary Injunction correctly quotes from Section 110(b) of CAPTA as to the'mandatory

Points & Authorities , _
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“at 3-10).

}supersede the health of a ehrld [Cd]lft}mldb Attorney General has provided just such

" their laws in thrs regard DHHS is ah e to present but two addntlondl examples from- among ‘

, dllegedly permrmng chr]d dhuse mformat ion dlsclosure to the pub ic. See Def P&A in Opp.

to PI at 8-10. The Consortium is informed and belreves that this discussion and the

‘Professors Wd]d and Fel lmeth ) DHHS’ request of Massachusetts to delete “the quallﬁer

standard for DHHS administration of CAPTA funds as follows: "Section 110(b)...requires

the Secretary to ’establish criteria designed to achieve equitable distribution of assistance

under this Act among the States...”™ (CmphdSlS added, quotmg 42'U.S.C. section 5106d(b)

at Def P&A in Opp. to PI at 5) In the same Points and Authontles DHHS presents a

detal_led discussion of its own internal administrative procedures (Def. P&A in Opp. to PI

As that discussion indicates federal concern ‘has genera!ly focused on the issue of
deference to rehglon DHHS pomts out that it has requested that some states’ Attorneys

General write opinions clarlfymg thdt their statutes do not allow rehgxoue practrces to
assurances] DHHS also lndlCdteb that seven states were. mformed that they must. change *

the flfty states of apphcatu)n of any relevant Stan(iard objecting to. any state child abuse
lhw—outside of ‘Californih First is'Mass‘.uchusetts be'ngt warned of its use of the term

"serious” (to hmlt child dhuse eportmg to serlous abuse) and the other is Georgia |

accompanying Lloyd de‘elhration entirely captures the field in the application of the relevant
standards by DHHS. | |

However, nione of the states c1ted have had funds cut off. Tdkmg the examples of

defendants seriatim: the seven states whlch allegedly have offending religious exemption|

statutes include far greater religious deference than do California statutes, particularly where
applicable California caselaw is considered. In fact, the existing laws of most states not on

the list of DHHS are 'less clear than is 'California law in practice. (See Declarations of

‘serious’ in its reporting law" (emphasxs ddded Def. P&A in Opp to PI at 9) cannot apply
to California at all. As noted above, Cahforma has no such qualifier to its reporting

law—only to its provision conferring juvenile court jurisdiction to supersede parental

Points & Authorities ’ ) k
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authority. The final example, that of Georgia, also does not help defenda_nts. The
allegation against California is not that it "provi(}es r”Or public disclosure .of child abuse
reports where the child’ dies," as with Georgiix, but that Califgrnia has a balancing test
permitting‘ courts in some circumstances to disclose such informatioh' a balancing test
conforming to a recent U.S. bupreme Court decision constitutionally egurrmg it/

DHHS also cannot argue that the combination of four objections applxcable to
Cahforma warrants dlstmgurshmg it. Not only are all f‘our of the objectlons mcompetently
made, but as the und]sputed declarations of two of the nation’s Ieadmg experts attest as to

all four of the areas noted Cahforma S lawe here ob;ected to generallv reflect terms typical

V,of the ()ther atates or are more pmtectlve of chrldren (See Decl ardtrons of Professors Wald
' and Fe]lmeth see dISO dnalym of Pldlnl!ff State ) Yet California i is here denied funds and

only Cal;forma. St:m'dards of judicial review of administrative action include notions of

consistency. Even if one is consistent.between parties, an agency must also be consistent

“over time, dnd ccmnot-wrrhout expldndtron——sudden y 1mp05e an unexpected and disparate

'standdrd See Ilhnms v Interstate Commerce C()mm 722 F.2d 1341 (7th Cir. 1983)

F. l’ernnnent Imunetrve Relief Is Warranted At Thrs Time
DHHS’ final argument against a permanent 1n]uncnon is that no irreparable injury
exists to California if the allotment is simply held in reserve pendente lite. DHHS cites two

cases for the proposition that the temporary loss of money is not irreparable injury. (L.A.

Memorial Coliseum v. N.F.L.,, 634 F.2d 1197, 1202 (9th Cir. 1980), and Sampson v. Murray,

415 U.S. 61, 90 (1974), Def. P&A in Opp. to PI at-20-21.) The N.E.L. case involved a

contract dispute between two parties over money. Sampson v. Murray found injunctive

relief premature where administrative appedls had not been exhausted This case is far

. different. Here, CAP’I‘A funds provide direct services for abused children and are desngned
to prevent that abuse. This case is not about money damages to a party, but about money
“specifically designated for an empirical purpose and for the benefit of third parties. Its

~deprivation causes a hardship to those for whom it was intended. (See Déclarations of

Goldberg, Lever, and Chadwick filed with-the Consortinm’s Motion for Intervention and

Points & Authoritics
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Prciiminary Injunction, respectively). | )

The nature o‘f\the hardship at issue is irreparable in two distinct respects. First, it
is irreparable because ‘the money is intended to be used go_w for programs whiéh prevent
child abuse. Moneyg were scheduled for disbursal and were ‘righth’illy expectéd as of
October 1, 1992. As time -passés, the money lost for those programs cannot be
recompensed. The services are not provided; children who are not served as the monéy is |
sequestered, and abuse which is not caught or prevented, are not remediated by a later-
infusidﬁ of moncy; In the most classic sense, the remedieé at \Iaw are inadequate. No later
drrlvmg moneys, even wuth a significant bonus, will. ameliorate the-harm which could have -
.been prevented had these moneys been forthcommg earlier—as mtended by federal law.

Second the nature of the harm is not compensable through damages beatmgs and
moléstatmns comprise child abuse Indeed no such damage remedy avallable by statute or
hrough these proceedmgs can compensate the victims. The remedles at law are not only
madequate they do not exist. |

'T_he’ relief‘ sought in these circumstances may take the forrﬁ of a mandatory | -
ihjunctioﬁ or a writ of mandamus. A writ, as requested in the complaint of the State, is
issuable to an exeumve official under the instant circumstances. The court has the power

to order an dumn whlu if not tdken would constitute an abuse of discretion. See Wl]hlll‘

V. Unued States, 280 U.S.‘BO() (1930); see also- Kingsbrook Jewish Medical Center v.

Richardson, 486 F.2d 663 (2nd Cir. 1973); Deering Milliken, Inc. v. Johnston, 295 F.2d 856

(4th Cir. 1961). | |
G. Conclusion Reg,ardmg a Permanent InJunctmn
Some states may have deficient statutes not meetmg federdl stdndards But the
;tatxltes which are the subject of DHHS objection are not chn]d abuse system flaws.. And
California is among the last, not the first and only state, deser\}ing approbation on the bases

here stated. ’

Did the C(mg,ress intend that states should be reqmred to write thelr statutes as here

demanded? To include in mandated reporting mentai injury" w1th0ut hmltat:on’? To

Poiats & Authoritics . ‘
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remove “serious” from “child: abuse“'warranting‘ the removal of parental authority? To| -
preclude court discretion to ever order disclosure of abuse records, even under defined state
standords and where ‘constitutionally eompelled? To remove deference to religious practice,
even where specifically limited to circumstances not involving child health and safety? Not
many votes could be obtained for these propositions in the Congresz And they will attract
no greater support from the California legislature than they would from the Congfess,

making legislative "cure" — even if consistent with federal law — a practical impossibility.

PRELIMINARY INJUNCTIVE RELIEF IS COMPELLED
In revxewmg, requests for mjunctlve relief,.the Ninth Clrcult consulers the factors of :
likelihood of success on the ments and the relative hardshlps to the parnes Vismn Sports, 7

Inc. v. Melville Corp., 888 F.2d 609 (9th Cir. 198‘)) The Court dndlyzes hese factors with

interest favor the moving party. In the alterndtlve test, if the balance of hardslups

- 844 F.2d 668 (Yth Cir. 1988). At other times, the court deserlbes the traditional and

Cir. 1987). However, when a case impacts the public interest, such interest must be

some flexibility. In the tl'ddltl()ndl test, the court consnders the hkehhood thdt the movmg

party will prevail on the merits and whether the balance of 1rrepamble harm and the publ

decidedly favor:-. the moving party, this party must raise only 'serious questlons ‘on the '

merits. Cdl’! 1hedn Marine Servu,e.s Co Inc. v. Ma]colm Bdldrldae Secretarv of Commerce

alternative tests not as separate stdndards but as a relative weighing of the success on the

merits and hardship factors. Rodeo Collection, Ltd. v. West Seventh, 812 F.2d 1215 (9th

considered as an additional factor in reviewing the request for an injunction, iCziribbean‘

Marine Services Co., supra.

_in Support of Injunctive Relief -~ + - o 3.

The three salient factors considered for granting injunctive relief-public interest,
relative harm to the parties, and likelihood of success on the merits—?weigh heavily in favor
of California and the Consortium. The:Consortiuon has submitted ooin'ts and authorities on
these three factors. and incorporates them l)yv '«1;eference here. See Consortium’s

Memorandum of Points and Authorities in Support of Preliminary Injunction. The

Points & Authoritics
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Consortiuu‘m adds the f(')llbwing argument:
A, Balanée of Hardships

The CAPTA grant is not general support l_money for Californ%a’s general fund, or even for
stéie administration overhead of existingfprograms. Thé funds are designated‘ for programs
which Consortium members plan, administer, and - 1mplement Although this' burden is
spread among many orgamzdtmns no comparable burden exists either for DHHS or other
states. Further, the money is not akin to "damages" for a party, but finances chlld abuse
prévention programs. The loss of funding. for specific purposes of abuse p'feventAion‘has’
irreparable harm 1mpl|cat10ns assuredly not lost on this Honorable Court.

DHHS mlsstates the re]dtlve hardshlps m this, case. Def P&A in Opp to PI at 20-

122, DHHS claims that 46 other states will be burdened 1f they do not recelve California’s

funds This assertlon fails to conmder tlmt 46 states are already enjoymg their own funds
California does not pursue this action to gain other states’ share of CAPTA funds, but to
request judicial review of what Awou'lq result in an inequitable borius to other states from
California taxpayers. 1Inﬁdeed, the failure to freservvé _thése 'furids"may work a hardship on

other states since they will|then 'pos.i;ilily‘expec't and plan for a somewhat larger

appropriation than might be forthcoming. It is a greater hardship to be deprived with little

‘warning of expected funds than to receive a small additional amount during the year. With

the reservation of funds by preliminary injunction, the latter is a minor "hardship”; without

“it, the more significant and hanl'mful unexpected taking from other states may occur.

B. Plaintiffs Are Likely|to Prevail on the Merits
A careful ‘reading of alll of the moving pépers, exhibits and declarations of DHHS
supports.the merits of the case| for- the Plaintiff State. |

. C. The Public Interest Eavors a Preliminary Injunction
Our cases have emphasized...that when the public interest is involved,
it must be a necessary factor in the district court’s consideration of
whether to grant prellmmzdry lnjunctwe relief...The district court must

- consider the publici interest as a factor in balancing the hardships when
the public interest may be affected.

Puints & Authoritics :
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-that clear facial mconslstency exists in. DHHS’ rcvnew of relevant standards—however

.‘ permanent mandatory 1n_|unct10n and order the dlsbursal of funds to California for the

: benefxt of its dbused chlldren at the earllest possnble time.

for be granted, or in the alternative, that a preliminary injunction be granted reserving the
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Canbbean Marme Serv;ces Co..Inc, v, Malcolm Baldridge, Secretag of Commerce, 844 F.2d

668, 674 (9th er 1988). The lpubllc interest here supports a preliminary injunction. While

other states are plannmg programs with their funds, California and the Consortium are
expendmg considerable resources in their efforts to obtain funds.
IV.  CONCLUSION |

The Consornum joins the defendants in observing that the Court is in a position to
grant a permanent mjunctlon at this pomt that is, to make a decision on the merits. The
Amicus Consortium respectfuily contends that erroneous apphcanon of federal law and
erroneous 'interpreﬁition of state law is facially apparent upbh an examination of the four

bases for denial stated by DHHS The Consortium“also su’pports the State in its argument

flawed—to Callforma while most other states with similar provnsxons are funded. On each|

of these grounds mdependemly, IhlS Honomble Court has ample grounds to grant a

o , WHL‘.REI‘ORE for the redsons ‘stated ‘above, Amicus Consortium supports that the

permanent, mandatory injunction ordering the disbursement of funds to California prayed |

relevant sums pendente lite.

Respectfully Submitted,

DATE: /- 3-92 . K athtcon Mepls %cww

' | K. Murphy Mallinger, CHildren’s Adv6¢acy Institute
Attorney for Amicus '
California Consortium for the Prevention

- of Child Abuse

in Support of Injunctive Retiel - ' - .25-
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“The People of the State of

‘California ex rel.,

Eloise Anderson, Director|of the
Department of Social Services,
in her official capacity;|and
‘California Consortium for|the

. Prevention of Child Abuse,

Plaintiffs

C_~ v.

Dr. Louis Sullivan, Secretary
of the U.S. Department of

. Health and Human Services

--in. his- official- capa01ty, and
JoAnne Barnhart, Assistant
Secretary for Children'and
Families, 'in her official
capacity,
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I Mlchael S Wald declare

, I have been a member of the faculty of the Stanford Law School
since 1967 and currently hold the Jackson Eli Reynolds Chair. I
teach courses dealing with Chlld abuse and neglect, child custody,
and publlc policy towards children and families. I have extensive
experience with respect to| the operation of the child abuse and
neglect system in California and 51m11ar systems throughout the

country.

From 1972 to 1975, I |was a reporter for the American Bar
Association’s Juvenile Justice Standards Project, drafting the
volume entitled Standards [Related To Abuse and Neglect. The
proposals in this volume| have been adopted by many state
legislatures as the basis for their child abuse/neglect laws. I
was the one of the principal drafters of the Adoption Assistance’
and Child Welfare Act of [1980 (PL 96-272), the main federal
1eglslat10n regulating the Chlld welfare area. I also have been
involved in the drafting’ of virtually all of cCalifornia‘’s laws
regarding the legal response to child abuse and neglect. I was a
member of the 1980 california legislative task force which drafted
the california child abuse |reporting law. I was the principal
draftsman of SB14 (1981), whlch established the main elements of
the legal structure governlng California’s child abuse and neglect
system and was a member of the 1987 legislatively-appointed task
force which revised SB1l4 and established the current definitions
for juvenile court jurlsdlctlon and all of the other substantlve
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and procedural rules that regulate the legal response to child
abuse and neglect. (SB243, 1987) I drafted much of the language
“dn this bill, including the prov1s1ons that relate to the relevance
of parental religious beliefs in determining the adequacy of
‘medical care of children. :

In addition to my legislative activities, I have been actively
involved in the admlnlstratlon of the child abuse response systemn.
I was one of the original members of the California State Advisory
Committee on Child Abuse and Neglect and served as its chair during
1978-79. I have served as|a judge pro tem in juvenile
court in San Francisco and Santa Clara counties and have trained
"judges, social workers and |attorneys in virtually every county in
California. I served for six years on the board of the National
Committee For the Prevention of Child Abuse. I have published
numerous articles and books|regarding child abuse laws and authored
three chapters in the CEB Juvenile Court Practice book.

If called as a w1tness, I would qualify as an expert in child
- abuse ‘law ' and policy, including cCalifornia’s 1laws and their
comparable counterparts in other states.

. I have been informed that California has been denled all of
the funds for which it applléd under the Child Abuse Prevention and
Treatment (CAPTA) programs of the federal government by the
‘Department of Health and Human Services of the federal government.
I have read the official letter of denial written by Ms. Sharon M.

- Fujii, which cites four spec1f1c alleged deficiencies in California

.law as a basis for the den1a1

In my professional oplnlon the letter misinterprets the
relevant state and federal laws in at least two areas.

1. In her letter, Ms. Fujii indicates that California law
'~ does not comply with federal mandates because the term serious
modifies the definition of\physical harm in Section 300 of the
Welfare and Institutions Code. This  conclusion reflects a
misunderstanding of both federal and California law. Under 42
U.S.C. -Section 5106g(4), a state must have a reporting law that
meets certain federal requlrements in order to be eligible for
federal funds. The reportlng law must provide, among other things,
for reporting to a protective agency any non-accidental phy51cal
injury. California Penal Code section 11165.6 clearly requires
reports for all such 1njur1es. Welfare and Institutions Code
Section 300, to which Ms. FUJll refers, has nothing to do with
child abuse reporting, however. Sectlon 300 defines the
substantive grounds which must be established before a juvenlle
court can take jurisdiction over a minor and require supervision of
the family or removal of the [minor from the parents’ home. While
42" U.S.C. Section 5106 requlres that certain definitions be used
for purposes of state laws regardlng reporting and investigation of
child abuse and neglect, thlS statute does not establish any
- requirements with respect to state statutory 1laws regarding
juvenile court jurlsdlctlon1 States are permitted to define
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substantive juvenile court law however they wish.

Distinguishing between reporting laws and jurisdictional
statutes reflects a considered judgment regarding the best way of

protecting children. In| general, a reporting law should use
broader definitions than those used to establish court
jurisdiction. Reporting |laws are designed to insure that all

possible threats to the well-being of a child are investigated, in
order to see how serious a threat there is to the child. Because
reporters are not investigators, they are required to report a wide
range of possible harms whhch can then be investigated. Hav1ng a
.broad net at this point cen be justified as a means of insuring
that no potentially seriocus situations are overlooked. Since
investigation constitutes far less of an intrusion into famlly life -
than court involvement it may make sense to tip the scales in favor
of looking at a wide range of situations at this stage of the
system. For this reason, |the federal statute mandates a broad
definition if a state Wants to apply for federal funds. .

Court intervention 1s a far more serious- step - however.
Unnecessary intervention can harm children as well as parents.
Moreover, the scope of intervention has enormous implications for -
the use of state resources. The federal statute appropriately
leaves it to each state Fo decide when court intervention is
approprlate and how state resources should be used ,
for supervising families or, placing chlldren 1nto foster care._

2. The objections ralsed under p01nt four in- MS.vFujll S lettery

also are wrong. First, \the prlmary objection seems to be -
essentlally the same one as raised in p01nt number 2, that the word
serious cannot be used to\modlfy harm in Sectlon 300. To the

extent that it merely restates the previous point it 1s wrong for
the reasons just discussed.

( ‘ The letter also indicates that Ms. Fujii finds the statutory
!lamguage indicating that rellglous treatment of a medical illness
ilsinot "alone" a sufficient reason to report a case a child abuse
amblguous. There is nothing| at all amblguous about this language.
Penal Code Section 11165.2 on its ‘face requires a report whenever
a parent's behavior or inaction endangers a child’s health. When
a parent's behavior does not endanger a child’s health there
bbv1ously is no reason that|the family ought to be investigated.

ThlS is recognlzed in 42 U. S C. Section 5106 and 45 C. F.R.1340.
The provision regarding treapment by spiritual means merely makes
1ticlear that a child should not be reported if the child is not
endangered It is not the means of treatment but the possibility
pf harm that requires 1nvest1gatlon. Thus, splrltual treatment
alone without evidence of harm or possible harm, is not considered
neglect since the whole purpose of the reporting law -is to
hdentlfy harmful situations. The fact that spiritual treatment
Fhreatenlng or resulting in|harm is to be reported was clearly
spec1f1ed in the legislative discussions of this provision, was
understood by the representatlves of the religious groups that
requested this language and is clear on the face of the statute.
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It is my opinion that in seeklng to deny federal funds on
these grounds the government is overreachlng its authority under
the relevant federal statutes and acting in 'an arbitrary and

caprlc ious manner.

I declare the forego%ng to be true and correct this 1st day of
October, 1992, in San Francisco, California. .

Wg @.@b

Michael S. Wald




MEMORANDUM

To: Jerry Klepner'
"Fr: Sara Rosenbaum
Re: Comments on immunization bill

Thanks for sendlng'along the draft bill. I have wrltten
comments directly in the margins but also wanted to summarize my
principal notations and suggestions separately.

1. Findings WM”MM=<

I am not a big believer in findings, but if you want to use.
them, then these need to be|considerably strengthened. The
original decision memorandum summarizes many of the critical
facts that ought to appear in these findings, particularly those
findings related to the universal purchasing program. By far,
this is the most. controverSial portio of the legislation, yet the
findings are v1rtually barren on this point.

Additional findings making the following points should be
added.

o The "infrastructure" |to immunize children is both public
and private. There is  considerable evidence to suggest that
the "private" 1nfrastructure has been damaged over the past
decade as a result of the 31gn1ficantly increased cost of
privately purchased vaccine.

o In some cases costs have risen by as much as ____ percent,
with private rates exoeeding the rates paid for like
vaccines in other first world countries by as much as
percent.

¢ High costs, coupled with the growing number of uninsured
and underinsured families mean that increasingly private
physicians are referring their private patients to
overburdened public clinics for vaccinations. This results
in countless missed opportunities. As part of an overall
effort to improve childhood immunization rates, therefore,
the unraveling of the private system must be addressed.

o 10 states now have universal programs. Many have been in
place for more than 20 years, with virtually no burden or
controversy. Numerous jother states that have sought to
establish such programs have been denied additional discount
vaccines by manufacturers. ‘

. 0 There is no evidence |to suggest that a negotiated price
that takes into account the reasonable cost of production,
marketing, research and development and distribution will

1




not fairly compensate va001ne manufacturers. Indeed, a
recent report by the Congre331onal Qffice of Technology
Assessment adds support to the notion of negotiated rates
that assure fair compensation while holding down costs.

¢ The Secretary of HHS | has experience negotiating vaccine
purchase through the federal contract system..

Additionally, I do not understand para. 3, page 3. Is this
paragraph meant to address the need for outreach or the need to
beef up the public service dellvery infrastructure? There is a
need for a service delivery| improvement paragraph, as well.

2. §2141 (a) The bill should provide for prompt updating of the
list as changes occur in vacc1nes and dosages. The list should
be published annually and should apply to all federally funded.
programs providing or flnanc1ng vaccines. The point here is to
assure that this list is used by HCFA and by state Medicaid
programs, as well as by CHAMPUS OPM, etc. These programs often
are well behind in terms of|current knowledge about childhood,
vaccine standards. ' -

3. §2141 (b): The procurement panel should also include the
federal agencies that administer programs providing or paying for
childhood vaccine (HRSA, HCFA, IHS)

4 §2141 (c): The language should be strengthened to authorize
the Secretary to purchase to meet all childhoed immunization
needs, whether ongoing, current and routine or additional needs
caused by public health or other emergencies. I find "current"
needs vague.

5. §2141 (c)(3) : You need to clearly state that in negotiating
with the manufacturers the Secretary shall take into account the-
cost of production, research marketlng and distribution. I
would not leave any doubt in anyone's mind that the Secretary
knows full well what goes into pricing a drug or biological -and
that she intends to take all‘factors fairly into account.
Assuming that the Secretary’is going to have the manufacturers
distribute directly (suggested by § 2142(a), page 8) this cost
needs to be explicitly laid | out.

6. §2143 Tracking

ol see nothing here that authorizes the Secretary to develop
one Oor more tracking models and to require. states, as a
condition of the: recelpt of. free vaccine, to use an approved
model and provide mlnlmum required information to the
national system. I have this vision of multiple state
tracking systems with chaos at the point at which the
federal government tries to make them all fit into the
national system.




:).i

o While the section does list some data elements that state

systems must capture, the section does not require the state
to report the data to the Secretary -- just a requlrement to
"share" it (§2(B))

0 Why are states not required to link their immunization
systems to their birth|records? This permits access to far
greater levels of 1nformat10n. Perhaps this is implied by
§2(A), but it is unclear. - o A

o Other state agencies|(such as state welfare or child
support agencies) should be clearly denied access to these
data. _

7. §2145

1 assume that we are sure that the appropriations
authorization (§2145) is the magic set of words that. guarantees
that this will be mandated spend1ng° :

8. Section 5 Vaccine Compensation Amendments

Why not permit the payment of retroactive claims (with a
capped payout amount annual%y to control the retroactive flow)
from the Trust Fund? If the TF is overfunded and the retro
claims are languishing, what is the problem in addressing this?

Didn't you want the authority to delete certaih vaccines
from the injury table as well° I read the bill as permitting
only the addition of vaccines.

9, Medicaid: Not at all addressed here is the requirement that
the Medicaid program pay theé reasonable cost of administration
for all children. Arguably) the waiver of administration
language will lead HCFA to élalm that the administration is free
and therefore that no payments can be made. We definitely will
need Medicaid amendments clarifylng states' obligation to pay
administration fees in my opinlon.

, have you dec1ded to simply let states keep the Medlcald
money they would have paid out for the vaccine and to instead pay
for the vaccine out of the new source of funding? I have no
objection to that, but this |is the import of the bill. I want to
be sure that this is what you meant. :

10. Infrastructure: Why did you not provide. for a set-aside of
some of the vaccine funds as "capital development" to engage in
ongoing improvements in the |public delivery infrastructure?

This is consistent with our |long term national health reform
thinking about funding service delivery through directed spending.
subject to an annual budget. You leave all infrastructure ‘and

3




registry activities subject|to annual discretionary
appropriations (§2145).

Please call if you have questions.
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MEMORANDUM TO SARA ROSENBAUM

sion of the Comprehensive Child

Attached is a corrected ver:
(1)

Health Immunization Act of 1993. On page 18, (e) (B)
and (2) were dropped due to|a computer malfunetion.
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To provide for the immunization of all children against vaccine

preventable diseases, and for other purpoéea.

SECTION. 1. SHORT TITLE AND REFERENCES IN ACT.

(a) Short Title.--This Act may be cited a# ;he
ucompreﬂensivo»ch{ldﬂHealth Immunization Act qf 1993v,

(b) Refprehces,in Act,.--The anendments in this Act apply to
the Public Health Service Act unless otherwise spacifically
stateé. | 7
SEC. 2. PURPOSE OF ACT.’

The purpose of this|Act is to assure that all children in -

the United States are protected against vaccine preventable
infectious digeases at the earliest appropriéte age,
SEC. 1. FINDINGS OF éoNcREss. |
(a). Currcnt'Circuhat;ncés.—-Congress‘makea.the following .
findings as to current circumstances:
" (1) Immunizations rep;eseht one of the moat cost-
effective means of the prevention of disease.

{(2) Although Federal support for childhocd

immunizations has been in existence since 1962, the full
potential of immunizations remainé to be achieved.. |
Enactment and enforcement of school immunization

require&ents have resulted in excellent immunization levels
(96%Aor greater) in school children. However, app:oximately ;

80% of vadcine doses| should be received before the second
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birthday in order to protect children during their host
vulnerable periods. Hany children do not raceive their

basic immunizations by that time, and in some inner cities

as few as 10% of 2-year olda have received a complete
Beries. This low level of immunizations has been raflectadl
in recent yeafs by outbreaks of measles among inadequately
immunized pre-school childran.

{3) Many factors contribute to the low lavel of pre-

school immunizationf These include detarioration of tha

o public health infraétrnct&;;) inconvenient hours or location
Lgéégﬁbé}gf immunization facilities, financial and administrative
u Y '
&yﬂivv\ barriers, lack of parental understanding of the importance

; . of immunization, an:d inadequate familiarity he ar&‘%t%’“ <
' 5&3 achie

health care providers with recommandatiqns for vxng “the

’@X ¢NH2§ﬁ
y i .
ﬁéﬂ*/ full immunization of children at the earlieat approprlata
{

age. A - Pi\k— | ead fnce vl
X S@”’ (4) Current law providaes)\sufficient authority for o
Ny o VW activities #e support theqinfrastructura nem
Ll A =
ey |- immunization services as Well as f¥e ou each activities
S{.;o}\/ Iy \ﬁyg\ { il
§ﬁ}§; necessary to increasejparental knowledge about and
,ﬁ%%?h motivation<to‘obtaip immunizations, All States and the
v T
ul largest cities havgvprepared comprehensive plans to improve
1yi 6%;5 immunization levels. Hoﬁever, adeqguate resources have been
N)g

ié,:gb? lacking to support the planned activities. ‘
WHF ;} <jii) The cost |of Childhobd vaccine is itself a barrier

to immunization‘/ The cost of private secter purchases of

?f‘* A”"J

g?
A
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vaccines has 7éd'to greater demand for vaccines from theQJJ® N
' . e

public sector. > ‘ . - dggg:r

b

' (6) The National childhood Vaccine Injury Compensatiof, o\
> >

>
’Prcgram is an essential alement in a comprahenaive f&f»
immunizaticn program and should be strengthened and applied..
toc additional vaccines recommended for universal use in -

children. ,
(b) Needed Actions.--Congress makes the following findings .

5«5?‘ to actionsa needed to assure tha full immunization of childrez;ﬁ;kb

A

(?%Q({ A trackin? system nust be. established inéﬁiﬁ%;ug%g;ﬁﬁ;_
to remind parents of children who need vaccine 4M§Vf Sww
) s J

A coordinated national intormation and education

\ /’“f«;r&/b\/;

[ E
G}éydr%?g(vmﬂprogram must be estJblishad as wvell as an ongoing program
(Sé e, dﬂbﬁ%5§5r°fessi°“al education ‘te increase the awareness and /(;;ng

;55} &> knowledge of health care providers concerning

j{ﬁ” recommendations for lachieving the full immunization ot

V@W Mﬁ‘ children at the earliest gggro%r%aéeiage.~ A
(j};ﬁ AEederaiwaad_staee—programs that. Ol“ﬁk’

are—able -to. reach chﬁldren mu at}begin to. take advantage of

every contact with young: children to encourage their parents”;g)x
to get them fully immunized at the earliest appropriate age -

and to refer those ﬁho need immunizations to. a source from

which they can receive immunizaticns without administrativqu_

, l | N
, i . ' 2ifi§;
ozj financial barr er? . %/\b , o,‘/“’v

Govergg:;t‘should purchase and

-
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children. This action will not only remove financial
barriers to immunization that impede children from being.

vaccinated at the appropriate time, but will alsc facilitate

‘developmont of an immunization tracking system. 4 Le. u&
MM

' \j;} ﬁ;{)gjb {(5) Private and—public health inaurers ahm égﬁx
Yo
\ﬁ\§>®€ﬁ Treousaged—te provide adequate reimbursement for the ¢¢L

administration of childhoed vaccines, o~ ,Eﬁégﬁbv—’c¢ﬁilwyf§ﬁp

(6) Volunteer community activities to'promote the fullchL

immunization of chi%dren at the earliest appropriate age gx*kt’.
should ba encouraged. WZ?%%kﬁé

{?7) The National Vaccine Injury COmpensation Prograngi%§§§~

should ba extended and improved. Vaccine information 0-&? "

materials should be simplified to assure that parents can <3§;}

understand the true benefits and risks of vaccines.

SEC. 4. FEDERXL PURCHASE AND TRACKING OF éHILDHOOD VACCiNBS.
(a) In General.--Title XXI of the Public Health Service Act:
is amended by adding at'tha‘end a new Subtitla 3 as follows:
"Subtitie 3--Federal Purchase of Childhood Vaccinas.
é\‘u)é WSEC. 2141. PURCHASE BY |THE SECRETARY.
é’éﬁ\ “(a) Recommended Childhood Vaccines.--The Secretary shall

JiggﬁéﬂJ::§romulqatealiat ot vacﬁines.that provide immunization against.

naturally occurring infectious diseasas an§4are recommended for--

universal use in children. The Secretary shall additjocnally

. /
Q%IEKQ promulgate recommen&ations.regardinsz@propriate.dosage for each--

€<§{ vaccine, and the age or agea of children at which each vaccine .

S should be administered for optimal safety and effectiveness.

\":f o ‘L//J
ﬂf k] A% .
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"(b) Establishment of Vaccine Regquiramunts Panal; Dutiesa,--

"The Secretary may establish a Vaccine Procurement Panel, composed‘

of representa ederal agencies inveolved in research:

regarding, or the regulation or procurement of,

‘P%?gs hall advise the S¢cratary on the amounts gaccine J<
neezaga;y~ee be purchased-aades Bdgkeé@ion (c§v\ \j ! |
"(c) Purchase of Vaccine.-- 4 f’y&>'

JQ;/ é;’;;;;;;;;\recommendﬁd childhood vacéines in amo

éﬁﬁgy for distribution under section 2142 vny&
}(i ;i »/ for the immunizatzcn of children in the United States in |
fétg\ . accordance with the recommendations promulgated under
,$/‘ subsection (a) and to.maintain_an-additional suppl L’“ﬁﬁ%&é&
‘K ggpsufticient for a six-month pcriod.q |
| "(2) Pre-érocurement consultationn}--The Secretary may
/'ﬁﬁf\ consult with representatives of stnte governmaents, experts. .
\§§§g}f in vaccineidellVary, health care providarsi and others with

expertise in purchasing and pricing pharmaceutical products:..

prior to soliciting bids or offers for recommended childhood

vaccine under this gubtitle. :
(ﬂlé;//wmﬂrﬂﬂ———ﬁka) Cost of gricing'data.--h manufacturer of
$$Esj§—recommended childhoLd vaccine shall provide cost or pricing.
data in support of &ts requested price at the time it
responds to a procurement instituted by the‘secratary undex:
‘this section. A manufacturer shall also provide such data.

upon the request of | the Secretary whenever the Secretary

determines Bat contract modifications are necessary. This

— RS
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information shall include data related to the research and

development costs of the vaccine, production costs
(including technological advances and other factors
affecting productioL), distribution costs, profit levels
sufficiént to encouiage future investments in research and .
development of new or improved vaccines, fhe cost of
nmaintaining adequate capacity for butbréak cént?ol, and any
other data‘tho Secretary determines is reievantx

"(4) (A) Confidentiality of data.--Information provided

to the Secretary under paragraph (3) shall be tfeated as -
trade secret or~conéidential information subject to section
552 (b) (4) of title 5, United states-»Co&. and section 1905 of
title 18, United States Code and shallAnot-beyrevealed,
:axcépt as provided in subpéragraph (B), io\anf person other

than those authorized by the.Secrstary in carrying out
officigl duties gndeL thié section. _
n(Bj Subparagraph-(A) does.npt-authorize the
withholding of information provided under,paragraph (3) from
any duly authérizadhsubcommlttee or'committee of the
congress. If a subcommittee or committee 6! the congress

requests'the'sécretary to provide it such information, ‘the.

Secretary shall make| such information available to the -

\ v
subcommittee or committee and shall, at the same time,
notify in writing the manufacturer that provided the
information of such Tequast.

"(€¢) The Secratary ahall»establ;sh written procedures

to.assure the confidentiality of information provided'under
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paragraph (3). 8uch procedures shall include tha

designation of a duly authorized agent to serva as custodian

of such information. The agent =-=-

n(i) shall take physical possession of the
information and, when not in use by a person authorized
to have access to such infcrﬁation,‘shall store it in a
locked~caﬁinat or file;~and
n(ii) #hall maintain a cqmélata record of any |
person who 1lnspects or uses the information. ‘
 Such procedures shall raquire that any person permitted
aécess to thq information shall ba instructed in writing not
to disclose thae information to ényone wvho 18 not entitled to
have access to the information. |
“(5) Multiple suppliers;--ro assure a reliable and
adequate supply of vaccinae and to stimulate compétitidn, ﬁha
sécretary may enter into multiple contracts with
‘manufacturers of the same recomménded childhood vaccine,

under such terms and conditions and utilizing such

procdrement processes as,the‘Sacratary>deems‘appropriata.
"(6) Reporting requirements.--Each contract for the
purchase of recohmeAded childhood vaccine under this section
shall require the manufacturar to report to the Secret&ry or
the Secratary's designee,‘atvihtervala determined by the
Secretary, data regarding the distribution of doses of
vaccines by lot number An& racipient, '

"SEC. 2142, DISTRIBUTION OF VACCINES.




" SENT BY:Xerox Telecopier 7021 i 3=-12-83 3 |11:31 2022456351~ 703 438 8413:&810

N
v B /{p§dj éé?ﬁgH}
) N Y f
(Q : “(a) In/General.~--The Sacretarﬁﬁshall provide for the
distributio wvxhggr"bh\;ggpof raecommended childhood vaccinea
{

|

&,i§$ﬂ/ purchasaed under this subtitle to (1) health carae providers who

d sarvice or who are officers or

employees of the Unite
receive assistance unde

\\\ Act, or the Indian Self-Determination and Education Assistanca

7 | \
/géfi) g@\ Act, and (3),other health care providers located in States jj& nm
; Ja, M
\“§1$‘ ' (17 racaivingfégints under a%ction 2143(b). The Secretary may #%

Y g

. / : ;
‘AQ\\providekﬁb: such distribation through any Stata that receivas :&ﬁ:ﬁf

) N e e
N ’. \grant un%ar section 23.1&:«'0‘:).§ %@J jj,,k R | \W‘{
# % - w(b) Duties of Health Care Providers.-- %dﬁ

W
"(1) Free provision to children.--A health care <§‘€

5%;"%

\

proyider receiving vaccine under this section may usa such Cyé

=

VJ//7 vatcine only for administration to children. A provider may

3%%

t imfose a charge |for such vaccine. A provider may impose '

for the administration of such vaccina, except that a

vﬁ ¢  provider may not deny a child a vaccination due to inability

ﬁr d‘( to pay an administraltxon tee. [ldicad ”7"""‘“‘“ Mm‘;zi} r ffé—
i s
"(2) Reporting requirements.--a h lth care. pro der;%ﬁdr

owel
recelving vaccine under this section shall report to the g /dx

O
gpﬂ applicable State reqxatry established pursuant to section-
‘»\Qf@ aﬁﬁ; 2143(b) (or té the Sgcretary if there is no such State
| gpv registry) the data dLscribed in section 2143(b) (1) for each -
sgy dose of vaccine administered to a child. The pgovidar shall

additionally rsport to such State registry any occurrence.-

reportéd to the Secretary pursuant to section 2125(b). Such
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reports shall be made with such frequéhcy and in such detail

Schetary may prescribe.

"SEC. 2143~/’TRACKING OF CHILDHOOD IMMUNIZATIONS.

\ / {71 "(a) National Tracking Syetem.--The.Secrata;y shall
is C;Q//k ggzstabliah a national system. to track the immunization status of
sﬁﬂW;Q children. The syatgm.shall be designed tb-obtain‘timely
$§%§§;§/ information about the.immuhization-atatus of individual children
: 4 and tofmonitor'immunizagion rates at the State and local levels.
g>§1ﬂﬁ In addition, the;system:shall ba designed to monitor the safaty
7 '&{,’7 Iand efficacy of vaccines, to provide for the coordination of
ﬁg " vaccine administration informationAwith the information on
adversea avants'reported under section 2125(b), and, in the'case‘
K; of under-immunized chiid:en‘in States not receiving granta'underf

\9\ subgection (b), to notify the parents of those children of the
SO : )

\§? ) 5Fipeed tor specific immunizations.
A
~<’\

N jﬁgffg n(b) State Registry Grantg, ==
; fi}fgfr</' ~ w(1l) In general.--Tha Secretary maka grants to the
SiLY ,
R States to establish |and operate State immunization tracking

registrias. A statq receiving a grant under this section:
shall maintain a reéistry that includes the following
information for eacﬂ.childwliving within the State: ,
" (A) fype and' lot number of each'recommended
childhood vaccine received after September 30, 1994,
"(B) identification of the health care provider .
administering such vaccine, o
"(é) ‘address and other demographic data needed to

find the child,
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"(D) notations of ahy adverse aevents associated
with each immunization, and |

U (E) such‘other information as the Secrotary may

" prescribe. |
"(2) Grant conditiohs.--zach State, as a condition of
receiving a grant under this subasection, shall comply with
the following requilements:

"(A) The State regietfy‘ahall provide for entry
of the birth of each infant within the State within aix
weeks following the birth, and for timely entry
thereafter;ot ailAinformation.received fromfhealth care
providers pursuant‘tovsectian 2142 (b) (2) or section '
2125(b) .

"(B) Subject to subparagraph (G), the State shall
provide for the gsharing of approbriate information from
the State's registry, including immunization status and

reports of adverse reactions, with the Secretary and

with health care providers who offer immunizations.

ﬁizf“\health,cara insurérs, other than those that are direct

) Providers of health care, shall not be given access to

§69;¢){ any personally 1dentifiab1e information from the

ﬁﬁy'éﬁ’ State's registry other than that information necessary

Ig\{‘  to process a claim. Mo GCL{‘SS/L

I Q
"(C) The State shall provide- for notification to-

the parents of under-immunized'childreh of the need for

\“ﬁ.\c specific vaccinations.

NN
A
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n(D) Subject to Subparagraph (G), the State shall
- provide for the coordination and exchaﬂqo-ot
infofmation with other State registries to allow the
tracking of the immunization status of children
changing. residence.

"(E) The |State shall moniter and enforce

" compliance of health cafeAéroviders with the
requirements of section 2142(b), and may disqualify any
~noncompliant provider from receipt of vaccine under
this subtitle. |

W(F) If the State digtribuﬁes recommended
childhood vaccines within the State on behalf of the
Segretary pursuant to section 2142(a), the State shall
compile monthly data, including lot numbars, on the
vaccines distfibuted to each health care provider.

"(G) The State shall adhere to standards
prescribed by the Secretary designed to assure that
inforﬁation furnished to the State under this subtitle
is used only to cirry~out the purposes of this subtitle

and is not used|or redisclosed for any other purpose.

"(3) Applications.--Each State shall submit an

application for a grant under subsection (b) in such form

and containing such information as the Secretary may
prescribe. The aﬁplication shall include a description of
the methods'by which |the State will éomply with the |

fequirements of paragraph (2), and the methods by which tha

registry will provide information to health care providers
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on an ihtaradtivg basis. The application shall also include

a discription of the expenses that the State will incur in

connection with its

"(4)
grant awarded under
associated with the
registry, inbluding

training, education

responsibilities under the grant.

Allowablae uses of graht funds,--A State may usge a

this subsection for reasonable costs
development and operation of its
computer needs, technical agsistance and

of health care providers, personnel

costs, travel expenses, and other appropriate activities.

n(s)

submit periedic rep

State reports to the Secretary.--Each State shall

orts

to the Secretary regarding the

operation of the State raeglstry and other activities

conducted pursuant

to the grant under this subsection. The

reports shall be submitted in the form and at the frequency

prescribed by the Sacretary, and shall contain such

information as the

" (c)

Secretary may prescribe.

Authority to Use Social Security Numbers.-=

Notwithstanding any other proviasion of law, the Secretary and

States recaivingxgranta under subsection (b) may utilize the

social security number of]

a child or the child's parents for

purposes of identification of a child in any reéiatry established

- under this section, and may require a parent or other legally

responsible individual to

furnish such number (in any case where.

such a number has besn assigned by the Social Security‘

Administration) as a cond

vaccine under this gubtitle.

{tion of receiving recommended chilahood,“
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"(qa) keborﬁs by Secretary to the Congress.--The Secretary
shall submit a report to Congress on January 1, 1996, and
biennially thereafter on Lhe»opcration~ot the national tracking
system and the State registries. 7
NSEC. 2144. DEFINITION.

"For purposes of this subtitle, a 'recommended childhoed
vaccine' 1s a vaccine on the list promulgated by the Secretary
pursuant to séction 2141 (a).

"SEC. 2145. AUTHORIZATION OF APPROPRIATIONS.
"(a) Vacciﬁo Purchases, -~
"(1) Forifhe purpose of making yaccine purchases under
section 2141, there shall be made available to the Secretary
such sums asg may be necessary for fiscal year 1995 and for
'/ each fiscal'yegr'thereafter;

N "(2) Amounts to.carry out section 2141 shall

\

,/ constitute direct spending for purposes of the Budget
Enforcement Act of 1990 and shall not?be‘subject to
(\ reduction pursuant to a sequestration. ,
“(b) National Tracking System and State Registriea.--For
the purposa of making~g£ants under section 2143 and for the

operation of the tracking system authorized by such section,

there are authorized to be app20priated $ for fiscal

year 1995, $_ for fiscal year 1996, and §

for each of fiscal years 1997, 1998, and 1999.%.
(b) Authority to Engure Supply of Biologicals.--Section 351

is amended--
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14 |
(1) in subsection (a), by ntrikinq'"Nd paraoh" and
ingerting instead "Except as provided in subsection (i), no
person®™, and
(2) by adding|at the end the following:
"(i) Waiver Authority with Reaspect to Biologicals Necessary

to Protect Publle Haalthl--(l) Waiver to a ess critical -

shortage.--Where the Secretary finds a(critical’shortage of a

biological preduct specified in subsection (a) based on a

datermination-=- \Jikﬁk'§§§>’?

"(A) that there is (or is likely to be) a éhortage of

supply of such product (for any reason including

unavailability of a sufficient supply at a reasonable

pricej, and

"(B) that such| shortage presentas a significant risk to

é} the public health,’

_gffiﬁgzgge Secretary may, 1ln accordance with the provisions of this

[F

W
@;{U ~ ubgection, waive require&ents applicable to such product to the
“QDJQy E? extent necessary to permit. the production, sale, distribution,
v \be

o \ ///‘and use of such product during such period as is necesaary to
<%¢h prevent or eliminate such shortage.
AN . -

"(2) Alternative standards.--Where the Secretary has found

a critical shortage of a blological product pursuant to paragraph

(1), the Secretary, in consultation with the Commissioner of Food.
and Drugs, may waive any qppiicable requ;rement of thia section,
this Act, the Federal Foo&, Drug, and Cosmetic Act, or

requlations thereunder, with respect to'a such product {f-- .
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‘"(A) the cdmmissioner of Food and Drugs has determined
that the product meets étandards th#t are satisfactory
alternatives to the reqﬁirements waived under this
subsection, and
"(P) the Secretary determines that sufficient
information exists to support a conclusion that the waiver
is justified by the need to protect thevpublic.health.‘ _
~"(3) ‘Limitatioh of waiver.--(A} A waiVer)undér this |
subsectién with respect té a biological product shall be
availabla-- | | | | |
| n(i) only for such period as is necaséary to a§oid a
critical shortage of| such product, and
“"(ii) only while such product continues to meet the
aiternative‘standards specified under paragraphv(z),.
"(B) The Secretary shall redeterminé at least annually, in
the case of each waiver gfanted undei this sﬁbsection; whether
the conditions supperting|the waiver continue to be met.

"(4) Treatment of licensed product.-~(A) A préduct which

the 59cra£arylhas permitted to be p;oduded and distributed
pursuant to the provisions of paragraph (1) shall be considered
to be licensed pursuant to subsection (a) for purposes of the
provisions of this Act and of the Federal Food, Drug, and
Cosmetic Act. | ' o R
"(B) The Secratary shall have the same regulatory authority
with respect to products granted waivers under this subsection as
with respect to productsa licensed pursuant to subsection (a).".

(c) Use of Social Security Numbers.--
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to redisclose.~--Notwithstanding section.

the Soclal Security Act, a State may

radisclosea to anothar State or to the Secretary, and the

Secretary may redisc
number obtained in ¢
3 of title XXI of th
that the redisclosur
activity under such
(2) Technical
the Social Security:
"immunization tracki
of title XXI of the
"general public assi

5. NATIONAL VACCINE

(a) Use of Vaccine
(1)

1986 is amended by 8

Section 95

1992,".
(2)

lose to a State, any social security

onnection with activities under subtitle

e Public Health Service Act, providad

e of such number is in furtherance of an

gsubtitle.

amendment.--Saction 205(c)(2}(C)(i) of
Act is amended by inserting

ng registry conducted under subtitle 3

Public Health Servica Act," after

gstance,®, , A
INJURY'CQHPENSATION PROGRAM AMENDMENTS.
Injury Compensation Trust Fund.;-

10(c) (1) of the Internal Révenue Codea of

triking out ", and before October 1,

Section 6601(r) of the Omnibus Budget

Reconciliation Act of 1989 is amended by striking out

52,500,000 for each

place it appears and

for fiscal year 1994

three places).

of fiscal years 1991 and 1992" each
inserting in lieu thereof "™ $3,000,000

and each fiscal year thereafter" (in

(b)

Permanent Extension of Authority to Impose Taxes For

The Vaccine Injury Compensation Trust Fund.--
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(1) Permanent |extension ot.fax.--Segtioh 4131 (c) of
the Internal ReVenua'cdda of 1986 is repéaled.

(2) Reinstatement during interim termination period.--
If, prior to the dSte of enactment. of this aéction, the tax
imposed by section 4131 of the Internal Revenue Code of 1986
shall have besn ;arminated pursuant to subsection (c)
thereof, such secticn shall be construed to impose such tax
on all taxable vaccines sold during the peried beginning
with the termination of the tax and closing with its |
extension pursuant this section. For purposes of saction’
9510 of such Code, the taxX imposed by reason of the |
praceding santence shall be considered to be imposed by

gsection 4131 thereof.

(¢) Amendment of Vaccine injgry Table.~=(1) Section 2114
is amended by adding at the end thereof the following new
subsectiont |

"(f£) Addition of Vaccines to Tabla.--Tbé‘Vacéine Injur&
Table set out in subsection (a) also includes aﬁy recommended
childhood vaccine included in the list promulgated by the
Secretary under section 2141(a). The Secretary may modify the
Table‘with respect to any|vaccine added by opération of the
preceding sentence only in accordance with subsection (c). For '
purposes of sectionizlle(h), the addition of a Qaccina to tha
Table by operation' of the subsection shall cohstitute a reviéidn
of this Table.". |

(2) ,section 2116 (b) |is amended by striking out "such person-

may file" and inserting in lieu thereof "or to significantly
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cbtaining compensation, such person may,

notwithstanding section‘zlll(h)(z), filen,

(4)

iz amended by striking ou

thereof "30 months (but f

(e)

Extension of Tl

Simplification
(1) 'Saction‘él
(A)
preceding parag

(B)
‘ opportunity

by st
by st
inserting in 1i

(c) .
, appropriate

by st
"
organizations".
(2) Section 212

(A)

data and inform

by in
materials" in t

( (B)
and inserting i
n(l)

by st

of the vac

2
associated
"(3)
‘National V

me for Decision.-- Sectioen 2112(d) (3) (D)
t "540 days" and inserting in lieu

or no more than 6 months at a time)"™.
of Vaccine Information Materials.--

26 (b) is ahended--> ‘

riking out "by rule" in the matter .
raph (1): |
riking out, in paragraph (1),
for a puhlic hearing, and 90" and
eu thereof "and 30"; and
rikiﬁg out, in paragraph (2),

health care broviders and parant

6(c) is amended-~

serting "shall be based on available
ation," immediately after “"such '

he matter preceding paragraph (1), and
rikinq out paraqraphs (1) throuqh (10)
n lieu thereof the fallowing. '

a concise desc:iptipn of the benéfits
cine} |

a conéise description of the riskslv
with the vaccine, and |

a statement of the availability of the

accine Injury Compensation Program.®

703 438 8413:820
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(3) Subsections (a) and (d) of section 2126 are each
amended by inserting "or to any othaer individual”

immediately after "to the legal represantative of any

child". : o

i

(4) Subsection (d) of section 2126 ia amended--

(A) by insertiné "written or video" immediataly
after "intends to administer such a vaccine a%,
(B) by striking~for other written informatidn
which meets the| requirements of this sgection®, an&
(cj by striking "or~o§her information" in the
last sentence.
SEC. 6. CHILDREN'S VACCINE INITIATIVE.

Title XXI, asg previously amended by sectiona‘Ayand'S of this
Act, is further amended by adding at the end a new subtitle 4 as
follows: , |

"Subtitle 4~--Miscellaneous Provisions
"SEC¥'2151; CHILDREN VACCINE INITIATIVE.

"(a) Authority.~~Tho Secretary shall undertake a Children's
Vaccine Initiative to develop a single dose vaccina that could be.
adminiétered to the chlldren of the world early in infancykahd
and that'woﬁld afford them lifetime protection against multiﬁle
infectious diseases.

"(b) Consultation.-;The Secretary shall organize the
Initiative in conédltation with the World Health Organization and.-
the United Nations children's Fund so that the benefits of such

Initiative will accrue to all of the children of the world.
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"(c) Activities.-~-The Secretary shall conduct those vaccine
;research, operational research, davelopment, production, and -
delivery activities under|the Initiative in collaboration with

non-government institutions and with other Faderal agencies to

ensura the fullhusa of the scientific and industrial capacity of
;ha United States to prevant infecﬁious digeasges. | .
"(d) Authorization of Aéprgpriatiqné.--There are authorized
to be appropriated to carry out ihis saction § 32.9 million for
fiscal year 1994, and such sums as may be necesaary-for'each of

the . following fiscal years.".

./‘.
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grant into a pPart. I "

USC § 5106a(a). To gqualify for a CAPTA grant, a Staﬁe must meet
the eligibility requirements set out in 42 USC § 5106a(b). These
eligibility requirements consist largely of requiring that the
state have a system of laws and programs designed to prevent,
treat, repprt, and prosecute child abuse and neglect. See 42 USC

§ 5106a(b).

At issue in this case is California’s eligibility for a

fiscal year 1992 federal child Abuse and Neglect grant in the

amount of $1.8 million. The DHHS has.divided,each CAPTA state

Basic State Grant" and a Part II "Medical
Neglect/Disabled Infant Grant." In fiscal year 1992, California

applied for both a Part I and a Part II CAPTA state grant. On

August 28, 1992, a regional DHHS office in San Francisco informed

California that it would recommend denial of a Part I CAPTA state

" grant to California because it allegedly did not meet federal

CAPTA requirements in|four areas. The four areas of California’s
child abuse statute which the DHHS contend disqualify California

are: (1) its ambiguous religious exemption provision, (2) its use

of "serious" to modify the definition of child abuse and neglect,
(3) its deficient confiidentiality provision, and (4) its
permissive rather than mandatory system of reporting mental
inﬁury.
On September| 30, 1992, the céurt issued a temporary
restraining order to prevent the DHHS from distributing to other
states that portion of the 1992 Part I‘funds'that are to be

allocated to California if California meets all eligibility
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requirements. Plaintiff now moves the court for injunctive and

declaratory relief on the four issues allegedly disqualifying

Section 13

. california from eligibility.

I.

40.13 of title 45 of the Code of Federal

Regulations, which contains regulations governing the award of

CAPTA state funds, g

for Child Youth and

rants the Commissioner of the Administration

Families of the DHHS. discretion and authority

toeaward CAPTA funds

(a) The C

In relevant part, this section states:

ommlsSLOner shall approve an appllcatlon for =

an award for funds * * * if he or she finds that

I

requi
*x * %

In additio
Code provides the ap
Commissioner’s decis
The review
aside agen

be***

(&)

s[t]he State is qualified and has met all

irements of [CAPTA] and § 1340.14 of this part

n, section 706 of title 5 of the United*Stateg
plicable standard of judicial review of the -

|

ion. It states:

lng court shall * * * hold unlawful and set
cy action, findings, and conclusions found to

arbitrary, capricious, an abuse of discretion,

{
.or otherwise not in accordance with law;

(B)
(C)

The state
case is £hat the DHH
and capriciously in
CAPTA grant. Accord

an injunction enjoin

contrary to constitutional right, power,
pFlVllege, or immunity;: [or]

in excess of statutory jurisdiction,
authorlty, or limitations, or short of
statutory right * * * '

of California‘’s primary contention in this

S |abused its discretion by acting arbitrarily
finding california ineligible for a Part I
ingly, California requests this court to issue

ing the DHHS from withholding from California
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‘California‘’s request for an injunction to prevent the DHHS from

its share of the CAPTA funds.
ITI.

To obtain injunctive relief, a plaintiff must show

either (1) a likelihood of success on the merits and the

possibility of irreparable injury,~or (2) the existence of serioug
questions going to the merits and the balance of hardships tipping
in plaintiff’s favor., Diamontiney v Borg, 918 F2d 793, 795 (9th

Cir 1990) (citations omitted). The court may also consider the

public interest. Tribal Village of Akutan v Hodel, 859 F2d 662,

663 (9th Cir 1988).

Having consiaered the extensive and Capabie oral.
argumenté of counsel and having reviewed the papers of both
parties, as well as those of the California Consortium fcr Ehe
Prevention of Child Abuse appearing aé_aﬁicuélaﬁd those;df tﬁe
Children’s Healthcare |Is a Legal Duty, Inc;; the court finds that
the state of California has shown a likélihood of success on its
claim that the DHHS acted»capriciously{ arbitrarily and in abuse
of its discretiop in dLnying California Part I CAPTAlfunds. The
court also finds that California has shown the possibility of

irreparable'injury. Accordingly, the court hereby GRANTS

withho}ding'from Caiifornia its share of the fiscal year 1992
child abuse prevention|funds. Furthef, declaratory judgment is
GRANTED as to the four|eligibility issues in dispute because ‘the
court finds that the California laws substantially. comply with the

CAPTA eligibility requilrements.
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. Last year, Califernia was the only state to which the
DHHS denied a Part I "Basic State Grant" under CAPTA. All other
states and territories which applied for CAPTA grants received
them. Out of the fifty-four states and territories which applied,
fifty-three received Part I CAPTA grants. The court finds it
difficult to believe that these fifty-three states and territories
have qualified child| abuse prevention and treatment laws and

,programs,but,Califorqia does not. The letter and spirit of

California‘’s child abuse laws and programS‘appeer to be at least

as’protective, if not'more sco, than many of the other states

receiving the grants. The court flnds that theamHHS.swdeﬁnéﬁ td

e
{ Cadlfornla is based upon narrow, llteral 1nterpretatlons off

e e e e e D i

ilcertaln words in~ certaln selected statutes and that“tﬁe"DHHS hasl

e e e e e PR S T el e LD ORI NN

yntentlonally 1gnored and refused- to cons1der hew Callfornla s

T b s i o < - T

exten51ve statutory scheme is actually 1nterpreted:and applled ]

Moreover, the DHHS has awarded CAPTA funds to states and

territories with laws| nearly identical to the laws in California
and also awards the grants to states with laws explicitly less-in

compliance with CAPTA|than California’s. Examples of these

"double standards" employed by the DHHS are set forth in more
detail below. In short, the court concludes that the DHHS’s
denial of a Part I "Basic State Grant" to California is arbitrary
and capricious because California law compiies with CAPTA and is
comparable to the lawstef other states receiving grants from the

DHHS.
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1 A.
2 o
3 ds;on the grggggiiféi?x
4
5 religious exemptlgn statute basically prov1des that children
6 receiving medical treatment by "spiritual means" are not
? necessarily being abused or neglected. Nearly every state has, in
8 one form or another, a religious exemption in its child abuse
9 laws, and thiftyésix of these states received CAPTA funds in 1992.
id The QHHS contends that Caiifornia's‘provision is ambiguous. Thé
11 court finds, however, and the DHHS admits, that California’s
12 religious exemption statutesrare nearly identical to those in the
s ‘t.:hirt'y-s_ix other states found eligible. Thus, the DHHS acted
: 14 capriéio?ély andAaybitrgrily in denying California a Part I grant
15 én.the basié of an al;egédly‘non-comp;ying'religious exemption
16 provisién. : ‘ | ’ )
17 In addition|, the DHHS previously approved this religious
18 exception provisioﬁ and, in fact, the DHHS previously regquired
19 states to énact this provision in order to be eligible for CAPTA
20 funds. See 48 Fed Reg 3§98~ 3699 (January 26, 1983}
21
22
’“"7if1feﬁn1a s pro&isioy
26 Codg, § 552+ J11165.6.  Actordingly, Céllfornlahs'g;w
27
28 ; ' p
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. basis™: £6F dehylng Callfornla 1ts share of CAPTA fundsg@

it

The DHHS’s

grounds that its laws

reports do not comply

capricious and an abu

complaint about Calif

" allowed a court to di

court determined that
for confidentiality.

explicitly require st
confidentiality of al
The DHHS contends tha
balanczng test. ~Ca11
abuse reports, howeve

case there is any dou

confidentiélity provi

Code § 11167.5 provides:

(d)
disclosure
reports of

prohibited by ny other grov151ons of state or federal

law appllcable to the reports or records relevant to the
reports of Chlld abuse.

(Emphasis added).

In fact,

court disclosure of child abuse reports or records.

California Evidence C

Th&s section shall not be interpreted to allow

several other California statutes prohibit

s«exemptlon prov151on should not prov1de a@

B.

denial of CAPTA funds to California on’ the
on the confidentiality of child abuse

with CAPTA regulations is also arbitrary, .
se of discretion.  The DHHS’s primary
ornia’s confidentiality provision was that it
sclose child abuse reports and records if the
the interest of justice outweighed the need

According to the DHHS, CAPTA guidelines

ates to "provide for methods to préserve the
1 records * x * " 42 USC § 5106a(b)(f).

t these guidelines leave no room for any sﬁqh
fornia’s laws on the confidentiality of cﬁild
r, comply fully with CAPTA regulations. 1In
bt in interpreting California’s

siion, the last subdivision of Calif. Penal

of any reports or records relevant to the
chlld abuse if the disclosure would be

For example

ode §§ 1040 and 1041 do not permit courts to
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disciose confidential information if disclosure "is against the
public interest or is forbidden by an act of the Congress of the
United Sfates * % % | " Calif. Evid. Code § 1040(b) and § 1041(a).
In addition, a California appellate court has recently
ruled that Welfare and Institution Code § 10850 does not allow
courts to "balance interests," but rather absolutely prohibits
courts from disclosing child abuse records in Child Protective
Services files, except for purposes.'"directly connected with the
administration of [a|Social Services] progfam, or any .
investigation, prosecution, or criminal or ciyil procéeding
conducted in connection with the administration of any‘such

program." McClatchy |INewspapers v Fresno County Dept. of Social

Services, 8 Cal App 4th 855, 869 (5th App Dist 1992), 10 Cal Rptr

2d 504, 512-515. It |is important to notévthat portions of the

child abuse records in McClatchy were redacted to conceal the

identity of individuais named, and that the children in question

were dead; yet the court of appeal still held that the records

could not be disclosed, except to government agencies in

particular circumstances. Id. at 872-873. Since disclosure is

" prohibited by the California Evidence Code and § 10850 of the

Welfare and Institution Code, the court finds California’s laws in
compliance with CAPTA |confidentiality requirements.

Moreover, the DHHS awards CAPTA funds to some states

"which expressly allow |[disclosure if ordered by the court. For

example, Colofado's statute allows disclosure; even of "the name
and address of the chilld and family and other identifying

information * * * when authorized by a court for good cause."




' 1 Colorado Revised Statutes (1992), 8§ 19—1“120(1)(§)w Georgié
2 statutes also permit access to child abuse records and reports by
4 courts "upon its finding that access to such records may be
’ . necessary for determination of an issue before such court" and
5 even authorizes public disclosure if necessary. Official Code of
6 Georgia Annotated (1992), § 49-5—4ifa)(2). The Massachgsettg
= st;tute éermits child abuse reports to be "made available" by "an
8 order Qf a coﬁrt of competent jurisdiction." Massachusetts
g | General Laws Annotated (1992), Chapter 119 § 51E. Since
10 California clearly prqvidgs.@ethpds tQ preserve confidentiality
- 11 and sipce the DHHS grants CAPTA-awards‘to‘states with
f§ § 12 confidentiality provisions similar to California,  the DHHS abused
§§ 13 its discretion in denying CAPTA funds to California. -
Z 5 _ A _
‘g E 15 Another examp;e of #he DHHS’s abuse of discretion was
%% V16 its aenial of Part I CAPTA funds to California on-the basis of
:é;g 17‘ California‘’s use of the word "serious" to modify its definition of
;5 18 child abuse and neglect. California’s definition of child abuse
19 complies with CAPTA’s |regulations and are,compafable to and even
50 more’protective than those in other states receiving CAPTA funds
51 | from the DHHS.
23 The DHHS does not, however, appear interested in how
23 California’s statutes actually operate, or ghat California is
B 24 actually doing to pfevent and treat child abuse and neglect. The
55 DHHS instead focuses on one word ("serious") in the definitionAof
26 child abuse in one of many statufory schemes. With its focus
27
28 - 5
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~ abuse as "[a]lny condition which results in the violation of the

rights or physical, mental, or moral wélfare of a child or

ndéfendants should be srutinizing, not § 300, as it is the OCAP

"needs to have "suffered, or there is a substantial risk that the

narrowed to § 300 of|the Welfare and Institutions Code, the DHHS

concludes that Califernia does not comply'with CAPTA rggulations.
What should be the center of focus, however, is the
definifion of child abuse utilized by California’s Office of Child
Abuse Prevention ("OCAP"). OCAP is the entity which applies for
and disburses the CAPTA funds once California has received them
from CAPTA. OQCAP’s deinition is one of the most all-inclusive

and protective definitions of child abuse. 1In addition to listing

more .serious types of|abuse and neglect, OCAP also defines child

jeopardizesAﬁhe child‘s present or future health, opportunity for
normal development or |capacity for independence." Calif. Welf. &

Inst. Code § 18951(e)(|1)-(5). It is this definition which

définition which is utlilized for the distribution of CAPTA funds.

Instead, the|DHHS focuses only on § 300. Section 300 is
the jurisdictional statute .for courts to adjudge children wards or

"dependents" of the state. To come within § 300, the minor either

minor will suffer, serious physical harm * * * " Calif. Welf. &
Inst. Code § 300(a). It makes sense that the laws require a high
threshold of harm or szk of harm before removing the child from

|

the custody of the parents.

Finally, as with the other provisions which the DHHS
contends do not comply with CAPTA regulations, other states

receiving CAPTA grants have comparable modifiers in their statuteg

© 10
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V.injury" in its "definilt

causes or permits any ¢

to ensure that children are not adjudged wards or.dependents of

ﬁhe state where the onl

éxample, Alaska’s equiv

Institution Code requifes "substantial physical harm," and lists

the same examples of me
emotional damage"). Al
"suffered substantial
(1991), Title 47, Chap.

Yet, Alaska continues|t

The DHHS also

not mandate reporting|o

physical abuse or neglect.” _Alaska Statutes

y evidence of abuse is trivial injury. For

alent to § 300 of the California Welfare &

ntal harm as § 300(c) (i.e., "serious

aska also requires a child to have

10, § 47.10.010(a)(2) (B)-(D) and (F).
o receive CAPTA funding.
N ;
erroneously claims that California doeé
f mental injury.

According to the DHHS, an

uire "mental injury" to be reported as

eligible state must regq
child abuse because 45

Ccalifornia’s|
has continuously mandat
since its enactmentAin

abuse and requires the

unjustifiable punishmen

defined in the Act as ¥

unjustifiable physical
11165.6 and § 11165.,3.
California Welfare and
"l[a]lny pefson required

* * who has reason to b

CFR § -1340.2(d) includes tﬁe term "menta.
ional range of child abuse and neglect."
Reporting Act, Penal Code § 11165 et seq.,
ed the reporting of mental injury ever
1980. The Réporting Act defines as child
reporting‘of "willful cruelty or

t of a child." This is specifically

a situation where any person willfully
hild:té suffer, or inflicts thereon,
pain or mental suffering." Penal Code §
(Emphasis added). Section 16513 of the
Institutions Code further requires that

to report under Sections 11165 and 11166 *

elieve that the home * * * is unsuitable *

11
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:permissive rather than a mandatory system of reporting.

* * because of neglect, abuse, or exploitation * * * shall bring
such condition to the attention.of'the law enforcement agency
pursuant to Sections 11165 and 11166 * * * " Welf., & Inst. Code
§ 16513. (Emphasis |added). This statute brings virtually all
types and levels of harm within the mandatory réporting statute

and is one of the more protective laws in existence among the

states, "even among those states receiving CAPTA funds. Cf. e.qg.,
Oklahoma Statutes (1992), Title 21, Section 846(A) and
Massachdsetts General Laws Annotated (1992), Chapter 119, § 51A.
Further evidence of California’s compliance with CAPTA’s|
mandatory reporting of mental injury requirement is the faét that
22,586 reports of emotional abuse were made in caiifornia in 1991
cut of over S?i;OOO total reports. The couft finds such a Pigh

percentage of mental |injury reports unlikely if california had a

E.

The DHHS also acted arbitrarily in another respect.
From 1980 through 1985, the DHHS found three out of the four
provisions at issue in this dispute in compliance with CAPTA
regulations, but now finds those identical provisions not in
compliance. The three areas under the California Child Abuse
Reporting Acﬁ of 1990, Penal Code §§ 11164-11174.3, ‘which complied
are: (1) the‘pfovigion of the Act which mandates the reporting of]
emotional abuse (or "mental injury"); (2) the provision in the Act]
authorizing disclosure| of the identity of a reporter of abuse by
court order; and (3) the religious exemption provision in the Act.

Although neither California‘s laws nor CAPTA’s regulations changed

12
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‘reviewing court defer its interpretation of the eligibility

§ 706(2)(C). In the preéent,case,'the"DHHS‘exceeded its statutory

"Heckler, 745 F2d 587, 592 (9th Cir 1984) (citations omitted)

in these three areas| from when the DHHS previously fbund

California in compliance with CAPTA regulations, the DHHS ﬁow
claims that the exact same provisions violate CAPTA guidelines.
The court agrees with California that there can be no clearer .
evidence of capriciousness nor arbitrariness than a DHHS which in
one year findsinoncompliance'and in another year finds compliance
in the exact same ?roVision.

F.

Finally, although judicial deference dictates that the
requirements to fhe DHHS; thé c&ﬁrt’shallAset aside an'égeﬁcy’s
action upon a finding| that the DHHS exceeded its ctatutory
jurisdiction in applying the CAPTA regulations. 5 USC

authority.

Judicial deference does not extend to regulatory actions
or regulations which deviate from statutory authority or

congressional will. An agency’s interpretation of its regulationg

must sensibly conform {to the purpose of the regulations.
"Deference * * * does not mean we abdicate our responsibility to
review agency action under the regulations promulgated * * *

The interpretation must sensibly conform to the purpose and

wording of the requlations." St. Elizabeth Community Hospital v

(emphasis added). The|court in Regents of University of

California v Heckler, 771 F2d 1182, 1187-1188 (9th Cir 1985)

(citations omitted), stated,

13
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We will not abdicate our judicial respon51b111ty by

affirming|administrative actions which are ‘inconsistent

~wWith a stetutory mandate or . . . frustrate the
congres51onal policy underlying a statute. Thus, if
the SecreQary s regulations are found to dev1ate from
congressional will, either on their face or as applied,
they must |be invalidated as contrary to law.

In the present case, if the DHHS applied the CAPTA
regulatlons uniformly to all states, plaintiff estimates
noncompliance by 80% of the states. Clearly, Congress did not
intend to deny funds| for the prevention‘of child abuse and neglect]
to 80% of the states|and territories_which.applied for such funds.
Accordingly, the court owes no deference to the DHHS’s decision to
denyACalifofnia CAPTA funds because it goes against congressional

intent.

IvV.

Hav1ng concluded that the state of Callfornla has shown

11kely success on the merlts, the court must also find irreparablé

harm before granting lnjunctlve relief. Diamontiney v Borg, 918
de at 795. In this case, the court finds that there is a
possibility that California will be irreparably harmed if it is
depied the 1992 CAPTA| funds.

In 1991, five hundred seventy one thousand two hundred
forty one (571,241) children in California were reported abused or
neglected. Of those, |one hundred nine (109) died as a;result of
abuse. Although California, through numerous statutes, is making
serious efforts to address this pfoblem, ﬁhese efforts are clearly]
not enough. Because of continuing bddéet crises iﬁ California,
state funds available to all programs are shrihking. If

California is denied assistance from the federal government to
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abuse which is not caught or prevented are not remediated by a

i4

érevent, identify and ﬁreat abuse and neglect of children, this
downward slide will |continue. California is in need of CAPTA
funds. As stéted by Congress in the Child Abuse, Domestic
Violence, Adoption and Family Services Act of 1992, Pub L No 102-

295, § 101, 106 Stat 187, 189 (1992),

(4) the failure to coordinate and comprehensively
prevent and treat child abuse and neglect threatens the
futures of\tens of thousands of children and results in
a cost to Fhe Nation of billions of dollars in direct
expenditures for health, social, and special educational
services and ultimately in the loss of work ’
productivity.

vThevharm is irreparable because without the money,

services will not be|provided. Children who are not served and

later infusion of money. Unless this court prevents California’s
share of the fiscal year 1992 state grants from being distributed
to other staﬁes, California will be permanently deprived of those
fundsf‘and the state andvits children will suffer irreparable
harm.
V.

For the forsgoing reasohs, the court hereby GRANTS

California’s motion for injunctive relief. If the DHHS contends

that there are factual issues which prevent the court from issuing
a permanent injunction, the court requests the DHHS to submit a
written response by February /“;7.1993. votherwise, California’s

motion to enjoin permanently the DHHS from withholding from

15
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California its share of the fiscal year 1992 child abuse
prevention funds is hereby GRANTED.

IT IS SO ORDERED.

/

VAUGHN R. WALKER
United States District Judge

16
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1} JOHN A. MENDEZ
United States Attorney
2| STEPHEN L. SCHIRLE | g.. . . | v WIEKING
Assistant United States Attorney’ G S RICHARS . Wi
3| Chief, civil Division R A DISTRICT GOURT
GEORGE CHRIS STOLL U RIS T oF GA
4| Assistant United States Attorney ‘
5 450 Golden Gate Avenue, Box 36055 y
San Francisco, California 94102 Q:)
6 Telephone: (415)\556—6433 : | ‘f\\
7| Attorneys for Federal Defendant. S
8 .
UNITED| STATES DISTRICT COURT
9 .
- FOR THE NORTHERN DISTRICT OF CALIFORNIA
10 :
. ' ' : )
11| The PEOPLE of the STATE of )
CALIFORNIA ex rel., , ) NO. C-92-3930 VRW
12| ELOISE ANDERSON, )
.Director of the ) STIPULATION TO EXTEND
California Department of ) TEMPORARY RESTRAINING
Social Services, in her ) ORDER
"14|| official capacity, ' )
, : C . )
15 Plaintiff, )
)
16 V. )
; ‘ )
17| DONNA SHALALA, M.D., ) -
Secretary of Health and Human )
18| Services, et al., )
: )
19 Defendants. )
‘ )
20 B ‘ ‘
In order to enable the new administration to fully evaluate its
21 o ‘ ' : o
position in this case ‘and al'so to enable the Court to fully evaluate
22 ‘ : : .
all of the materials presented, the parties, through their undersigned
23 _ , .
/17
24
/7
25
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Order issued on October 16,

DATED: 9&-_%0@ “ 29,1993

By:

counsel, hereby stipulate and agree that the Temporary Reéff&iﬁiﬁg 

1992 may be extended until April 15, 1993.

DANIEL E. LUNGREN, Attorney General
State of Callfornla

STEPHANIE H. WALD

Supervising Deputy Attorney General

.//ﬁ?éyyb 1 %;ZZ//
KMy J. ./t-,rftﬁfrz
Deputy Attorney General

Attorneys for Plaintiff

JOHN A. MENDEZ
United States Attorney

STIPULATION

Attorneys for Federal Defendant
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Washington, D.C, Officem. | M/’"/

Committee on Publication
March 11, 199:;;'O ghlﬁ%ﬁ%bgy

The Honorable Carol H. Rasco
Assistant to the President for Domestic Policy
Executive Office of the President

1600 Pennsylvania Avenue, N.W.

Washington, DC 20500

Dear Ms. Rasco:

Subject: California v. Sullivan

Enclosed is the copy Af a decision from the United States
District Court, Northern District of Ccalifornia, regarding CAPTA
funding for the state of Caﬂlfornla. The judge found the
Department of Health and Human Serv1ces s w1thhold1ng of CAPTA
funds to be arbitrary and caprlclous. He issued a Stipulation
to Extend Temporary Restrainling Order, in his words, "to enable
the new administration to fdlly evaluate its position in this
case." This order was extended until April 15, 1993.

In addition, we have enclosed documents from the
California Consortlum for the Prevention of Child Abuse and from
Professor Michael S. Wald (Stanford University). We have
highlighted specific portlons of these documents and of the
-court’s decision that spe01flca11y apply to religious
provisions.

We believe that the strong language in these documents
opposing HHS’s position on the religious provisions in
Callfornla would also apply to other states where similar
provisions exist.

We hope this new 1nformat10n will help in your discussions
with Secretary Shalala and in the administration’s reevaluation
of HHS’s policy.

Thanks again for your consideration.

k Sincerely,

Philip G. Davis
Federal Representative

{continued)

910 SIXTEENTH STREET; N.W., SUITE 700, WASHINGTON, DC 20006, TELEPHONE (202) 857-0427
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Enclosures

1. Order Granting Injunctive Relief, California v. Sullivan
(N.D. Cal. 1992) (No. C-92-3930-VRW).

2. Stlpulatlon to Extend Temporary Restralnlng Order,
Sullivan

3. Points and Authorltles in Support of Motion for

Prellmlnary or Permanent Injunctlon Attorney for
Amicus, California Consortlum for the Prevention of
Child Abuse, Sulllvan

4. Declaration of Professor Michael S. Wald, Sullivan




