
TO: Sara Rosenbaum 
, 

FROM: Carol H. Rasco 

SUBJ: Vaccine 

DATE: December 9, 1993 

I need to talk to you about the attached materials ..•• could you 
give me a call before you do any talking to anyone about this and 
let's see what we know collectively and what advice you might 
give me. Many, many thanks! 
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Anthony Robbins, 'M. D. 

Director Designate 

National Vaccine Program Office 


,Richard Leach 
Associate Director for Outreach 
National Vaccine Program Office , ' 
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BACKGROUND 

In April 1993, President Clinton introduced t,he '''Comprehensive, 
Childhood Immunization Initiative Act of 1993'" to"e'nsure"that 
all children in the United States are protected against 

,vaccine-preventable infectious disea~es by, their second 

birthday. Specifically the Immunization Initiative call'ed 

for: (1) Federal purchase ~nd distribution of childhood 

vaccines in quantities sufficient to meet: the immunization 

needs of all children;, (2) ,continued'developmentcif public 

health capacity to build a sustainable delivery system; , 


, (3) establishment of a national immunization tracking, system 
,,'through grants to the States i and (4) expaI?:,ded education and 

mobilization forts aimed at providers, payers, 'and parents. 

,,/ 

", . ; 
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The President's immunization bill was not fully enacted, but 
the key provisions have been implemented through other 
Congressional actions and, within the ·Executive Branch, under 
the authority of the National Vaccine Program (NVP). The 
National Vaccine Program Office (NVPO), located within the 
Office of the Assistant Secretary for.Health, Department of 
Health and Human Services is responsible for coordinating the 
myriad inter-Departmental activities of the NVP. A summary of 
these activities is appended as Attachment B. 

STATUS 

Vaccines for Children Program 

The Omnibus Budget Reconciliation Act (OBRA) of 1993 
authorized the Federal purchase and distribution of free 
vaccines to hea~th care providers for use in four defined 
groups of children: (1) those eligible for Medicaid; (2) those 
with no insurance; (3) all Native Americans; and (4) those 
with insurance that does not cover vaccines as a benefit (if 
provided by Federally qualified health centers or Rural Health 
Centers). 

• 	 This program takes effect on October 1, 1994. 

• 	 This program removes restrictions imposed by manufacturers 
and permits all States to purchase any amount of additional 
vaccines at Federal price. 

• 	 Funds appropriated to purchase vaccine under Section 317 
may also be used. to serve children in State public health 

~ programs. 

• 	 NVPO, the Centers for Disease Control and Prevention (CDC), 
and the Health Care Financing Administration are 
collaborating to implement the program. 

• 	 The program is modeled after an existing PHS program for 
bulk, discount purchase and will be administered primarily 
through CDC and State health departments. 

• 	 The implementation team has met with State health officers, 
State Medicaid Directors, the four key manufacturers, and 
others to discuss the program. 

• 	 We are currently gathering information from the States on 
the volume of vaccines needed and the best methods for 
distribution to providers. 
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Immunization Coverage and Disease Targets 

The Nation is at risk of additional measles outbreaks, an 
increasing number of pertussis cases, and a return of polio, 
because of low immunization coverage. The 1991 National 
Health Interview Survey data for children 19-35 months of age 
indicated immunization coverage ranging from a low 
53.2 percent for polio vaccine to a high of 82 percent for the 
measles vaccine. 

• 	 The NVP has established immunization coverage targets which 
accelerate the immunization goals of Healthy People 2000 
(Attachment A). 

• 	 Coverage targets for each antigen is 90 p~rcent in 
two-year-olds in 1996, with the exception of hepatitis B 
(70 percent). 

• 	 The NVP has proposed targets for reduced occurrence of 
specific vaccine-preventable diseases (Attachment A). 

• 	 The target for 1996 is no reported cases for measles, 
rubella, polio, diphtheria, tetanus (under 15 years), and 
Haemophilus influenzae type b (under 5 years). 

Immunization Action Plans (lAPs) 

lAPs are community-based planning efforts designed to overcome 
the barriers associated with low'pre-school immunization 
levels. lAPs are developed by State and local governments and 
submitted to CDC for grant funding. The lAP awards to 87 
grantees are used to supplement ongoing activities and to 
establish new initiatives that focus on improved immunization 
coverage. 

• 	 A total of $86.1 million will be awarded by January 1, 
1994, representing 68 percent of the lAP monies available 
for award in Fiscal Year 1994. 

• 	 The remaining funds will be awarded as incentive payments 
for demonstrated progress toward achieving performance 
standards incorporated into the lAPs. 

• 	 Each grantee will be visited by a CDC team to assess 
implementation of the plans and progress toward outcome 
objectives .. 
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Education and Mobilization 

The National Outreach Campaign sets forth our plan for 
immunization education and mobilization activities. The 
Campaign is an integrated strategy designed to create a rapid 
increase in immunization rates and to promote a social norm 
concerning the need for proper immunization. The Campaign 
consists of a National Immunization Promotion effort and 
State/Community Mobilization activities. 

• 	 The initial phase of the Campaign will begin with a 
National Immunization Summit and continue through National 
Pre-School Immunization Week (April 24-30). 

• 	 A National Immunization Promotion Team has been assembled 
and is developing a theme and appropriate messages to reach 
the target audiences. 

• 	 Regional outreach consultants are being hired to coordinate 
community, State and region coalition building. 

• 	 Mass media announcements focusing on parents, urban 
minority populations, and health care providers, will be 
aired before National Pre-School Immunization Week. 

• 	 NVPO has proposed to the Group Health Association of 
America (GHAA) that Health Maintenance Organizations be 
challenged to meet the immunization targets by 1995. 

Monitoring and Surveillance 

Infectious disease surveillance is a critical component of the 
immunization program. Surveillance identifies targets of 
opportunity and allows monitoring of vaccine effectiveness 
following the introduction of new vaccines into susceptible 
populations. The capability to respond to disease outbreaks 
as early as possible following their occurrence is critical. 

• 	 Each case of the targeted diseases will be viewed as a 
program failure and will be carefully investigated. 

• 	 We have established multiple means of getting better 
coverage data. 

• 	 National immunization coverage data will be obtained 
through the National Health Interview Survey on a quarterly 
basis. 
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• 	 Coverage for 78 major areas will be measured by random 
digit dialing surveys. Data will be available on a 
quarterly basis in November 1994. 

• 	 A manual for conducting special household probability 
sampling techniques to determine immunization coverage will 
be available beginning in April 1994. 

• 	 Approximately $5 million in grants to enhance surveillance 
will be awarded to States in January 1994. 

Interdepartmental Cooperation 

• 	 U.S. Office of Personnel Management (vaccines now 

covered under all Federal Employee Health Benefit 

plans) 


• 	 Department of Agriculture--WIC, Cooperative Extension 
Agents 

• 	 Department of Education 
• 	 Housing and Urban Development 

Need for White House Assistance 

• 	 President's participation in Immunization Summit in 
mid-February and National Pre-School Immunization Week in 
April. 

• 

Collaboration on interagency activities. 


Attachments: 

Coverage and Disease Targets 

Summary of Activities 
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ATIACHMENT A 

TARGETS FOR IMMUNIZATION COVERAGE 
OF CHILDREN TWO YEARS OF AGE 1994-1996* 

1991 q-z,
Baseline ~ 1994 1995 1996 

DTP-3 69% ~ 80% 85% 90% 

Po1i0-3 53% 75% 85% 90%1~ 
MMR-1 82% ~3 85% 90% 90% 

Hib-3 ** 75% 85% 90% 

Hep B-3 ** 30% 50% 70%*** 

* Surveys will assess children 19-35 months of age. 
** Not available. 
*** Target is 90% in 1998. 

D - diphtheria, P - pertUSSiS, T - tetanus 
M - measles, M - mumps, R - rubella 
Hib - Haemophilus influenzae type b 
Hep B - Hepatitis B 

VACCINE-PREVENTABLE DISEASE CASES AND TARGETS 

Disease Cases 
1992 

Cases 
Through 
11/27/93 

1996 
Target 

Measles 

Rubella 

Polio (wild virus) 

Diphtheria 

Tetanus 
[target for children < 15 years of age] 

Haemophilus influenzae type b 
[target for children < 5 years of age] 

Pertussis 

Mumps 

Hepatitis B 

2,237 


160 


0 


4 


3 


592 


4,083 


2,572 


16,126 


277 


182 


0 


2 


* 


* 


5,273 


1,456 


10,870 


0 

0 

0 

0 

0 

0 

** 

** 

** 

* Not available. 
** To be determined. 
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Attachment B 

PRESIDENT'S IMMUNIZATION INITIATIVE 

Summary of Activities 

Immunization Coverage and Disease Targets 

• 	 Coverage fqr each antigen will reach 90 percent in two
year-olds in 1996, except for hepatitis b (70 percent). 

• 	 The target for 1996 is no reported cases for measles, 
rubella, polio, diphtheria, tetanus (under 15 years), and 
Haemophilus influenzae type b (under 5 years). 

Rebuilding Public Health Capacity 

• 	 Infrastructure monies ($86.1 million) for Fiscal Year 1994 
from the Immunization Action Plan grants will be available 
to the States on January I, 1994. Grantees received 
$45.4 million in Fiscal Year 1993 and will receive an 
additional $42.4' million this fiscal year. This last 
distribution will be determined by measured performance 
against agreed upon coverage goals. 

• 	 The Department's infrastructure budget request for Fiscal 
Year 1995 is $306 million to fully fund the Immunization 
Action Plans. 

Vaccines for Children Program 

• 	 Title XIX authorizes spending authority in advance of 
appropriations to provide free vaccines to States for 
children (0 to 18 years.) who are: 

• 	 Medicaid eligible 
• 	 Uninsured 
• 	 Native Americans 
• 	 'The underinsured served at Federally Qualified Health 

Centers 

• 	 This program removes restrictions imposed by manufacturers 
and permits all States to purchase any amount of additional 
vaccines at Federal price. 

• 	 Funds appropriated to purchase vaccine under Section 317 
may also be used to serve children in State public health 
programs. 

• 	 The program takes effect on October I, 1994 and will be 
based on existing State programs. 
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Enhanced Monitoring/Surveillance 

• 	 Status of immunization to be determined by ongoing State 
surveys and special municipality-wide surveys. 

• 	 Clinic audits to be conducted/encouraged in clinics/group 
practices. 

• 	 Group Health Association of America (HMOs) to provide 
quarterly reports of coverage. 

• 	 Registries to be developed/expanded throughout the country. 

Outreach Campaign 

• 	 Two-part strategy: 

• 	 National Immunization Promotion: develop and disseminate 
targeted messages and theme. 

• 	 State/Community Education and Mobilization. 

• 	 Schedule for first phase: 

• 	 National Immunization Summit in early to mid-February. 
• 	 Regional meetings February-March. 
• 	 National Pre-School Immunization Week (April 24-30). 

Interdepartmental Cooperation 

• 	 U.S. Office of Personnel Management (vaccines now 

covered under all Federal Employee Health Benefit 

plans) 


• 	 Department of Agriculture--WIC, Cooperative Extension 
Agents 

• 	 Department of Education 
• 	 Housing and Urban Development 
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v 
~ December 15, 1993 

Problems: 

1. Major family outreach campaign starts well before the free 
v~ccine program begins. 

2. No clear plan for signing up providers 

3. No HHS interpretation as yet of provisions critical for 
signing up providers: 

o medicaid eligibility determination for children 

o provider record-keeping 

o provider qualification 

4. No provider distribution system(s) as yet 

5. No final decision on the question of whether contract price 
binds for all delivery activities which Secretary must carry out 
or only those activities for which a contract was in effect as of 
May, 1·993. 
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,a soIe', source ,contracts. ,I :"don"t)<now'Why'CDC' '-went" " 
sQurc,econtract . ,'" ' """,' , 

CDC may well have acted reasonably in passing 

P~ESE~y'ATION 


C'iAi:'I~T? .. _CIAO,,, I !.:IT ,hi,..) 


http:inapRr,qprla,teti:s:i.n.gJ
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, ,~ ,TH c;:~'WH ITE'HOUS E.. ':t,~>~ .....f ;,' 
"-,. 

,,:' .'::. )N.i: '.:, , " November 24~'~, 1993 

.' , }~~~:': .,:: ' 

"J(!•..,-_ ". ' 

;' , , , :{:~:.'~EMORANDUM FOR KEVIN THURM n'~ 

Carol H. Rasco~' ,.'ji;iROM: 
.'\:;·:SUBJECT: Immunization program
" .. ' 

,~,,; :" .. ,
,r-:.:."" , .\}~:.' '.< 


, :1'-'; ~. ' 

. ,--.!: / 

'.' ::?;:;/:: , 
,.<:i/i·;<At: some point in December and prior to the 20th if possible, I would 

, '~::r'like to have a briefing in my office on the immunization initiative to 
",' J;.:da1re as well as future plans. OM~ has asked to send representation a.s 
,:', ..\i"(·:w~ll. Would you please have the'appropriate person call Rosalyn, Miller 
:; ':"(.. 1n my office (456-2216) to set up this briefing?

" ,·f··... " ' 

'. '~.:.:" .. ~. :::~»rha:t;tk you and Happy Thanksgiving! 
• , ,:.;\ "',1•• ,~ 

• I" [:.l' 
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WASHINGTON 


FAX COVER SHEET 


OFFICE OF THE ASSISTANT TO THE. PRESIDENT FOR DOMESTIC POLICY 

SECOND FLOOR, WEST WING 


THE WHITE HOUSE 

WASHINGTON, DC 20500 

(202)456-2216 PHONE 
(202)456-2878 FAX 

TO: ~cJAWt!rJ 
FAX #: f.p9D- 115S 
FROM: .~L H. RASCO 


DATE:Jl..g...:..y~I--Lq_3________~______ 


NUMBER OF PAGES (including cover sheet): ~ ------------------,---
COMMENTS: ___________________________________________ 

If you have any problems with the fax transmission, please call 
at (202)456-2216. 

The document accompanying this facsimile transmittal shee~ is 
intended only for the use of the individual or entity to whom it 
is addressed. This message contains information which may be 
privileged, confidential or exempt from disclosure under 
applicable law. If the reader of this message is not the 
intended recipient, or the employee or agent responsible for 
delivering the message to the intended recipient, you are hereby 
notified that any disclosure, dissemination, copying or 
distribution, or the taking of any action in reliance on the 
contents of this communication is strictly prohibited. 



E X .~ CUT I V E OFF ICE o F THE PRE SID E N T 

09-Dec-1993 09:15am 

TO: Rosalyn A. Miller 

FROM: Carol H. Rasco 
Economic and Domestic Policy 

SUBJECT: Be sure Nancy Ann Min is 

is invited to the immunization briefing HHS will give me as well 
as Sara Rosenbaum. It would be helpful if Sara could come a 
little early to talk to me about the issue. 


