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March 23, 1994

Carol Rasco

Assistant to the President
for Domestic Policy

White House

2nd Floor, Hest Wing

1600 Pennsylvania Avenue

Washington, DC 20500

Dear Carol:

‘Thanks for taking-time ‘to meet with us on March "4 to share information and
listen to our concerns! As discussed in the. meeting, we are sending some
specific questions/issues related to the Vaccines for Children Program. As
you know, Arkansas has an outstanding immunization program; but, we realize we
must do more to assure that our 0-2 year olds are adequately immunized and
that we cannot do it alone. We will work hard to implement the new
legislation, although it will produce many challenges and changes. Your
support and assistance in helping address our concerns will enable us to work
through these changes and successfully integrate them with the current program
in Arkansas.

I am also sending some information on lead screening issUes. Please call
- Martha Hiett at (501) 661-2243 if you have questions or need more information.

Again, we enjoyed the opportunity to visit with you. Dr wﬁicthévandulréré o
planning to be in Washington, April 19 and 20 for an ASTHO meeting and hope to -
have a chance to follow up with you personally then.

Sincerely,

‘ , Director
‘Bureau of Public Health Programs

‘NK:MH: 1mh



HCFA Rules vs. CDC Guidelines for Lead Poisoning

ISSUE: RISK SCREENING QUESTIONNAIRE

A recent collection of articles in the pediatric literature concerning the set of questions recommended by
CDC to assess risk for lead toxicity suggests that the first question alone, or perhaps question 1 combined
with the second question, has a negative predictive value equivalent to that of all five questions. Some of
the studies suggest that the other questions, such as those concerning residence near a "major highway" or

. parental occupation in a lead-related activity, have absolutely no usefulness in predicting childhood lead
poisoning in suburban or rural areas. Furthermore, there is absolutely no literature regarding the additional
four questions imposed by HCFA. The question pertaining to lead in water supply lines is particularly
objectionable in view of the low contribution of water lead to blood lead levels and the extreme unlikelihood
of finding an elevated blood lead in a child for whom this is the only "risk factor." Many parents in the
Medicaid population will not know the answer to the question and thus will have to be presumed
"high-risk;" for those who do know, the answer will usually be yes, meaning that there is almost no point in
administering the assessment at all. If an assessment tool must be used, it therefore should incorporate only
the first CDC question in order to maximize cost-effectiveness.

ISSUE: FOLLOW-UP TESTING FREQUENCY

For children who are deemed "high-risk" on the basis of the verbal assessment, there needs to be some
mechanism in place for curtailing routine blood lead screening after they have had repeatedly negative
blood lead test results. The CDC recommends testing children deemed "high-risk," and with negative initial
results, every six months until two consecutive measurements are <10 pg/dL, then yearly thereafter.
However, the HCFA rules mandate blood lead testing at every periodic visit as long as the "high-risk"
status remains in effect, regardless of previous results. This means that in many states an infant so
designated could have a blood lead test at six months, nine months, 12 months, 15 months, 18 months, and
24 months of age, despite all results being negative. The physical trauma for such children is unnecessary
(abusive); furthermore, precious resources are being wasted. :

ISSUE: LEAD LEVEL REQUIRING FOLLOW-UP TESTING

The requirement that all capillary results of >10 pg/dL be followed up with a venous determination is also
contradictory to the CDC guidelines and lacking in scientific basis. First of all, any test determination in

“the 10-14 pg/dL range (venous or capillary) is accurate only within plus or minus 3-4 pg/dL. Secondly,
there is no recommended follow-up for these results other than a repeat test in several months. Therefore,
since venous blood sticks are more invasive and technically more difficult to do (hence more traumatic),
why not at least allow providers to appropriately follow up on these levels based on a capillary result rather
than require a venous sample? This would again result in overall savings to the program.

ISSUE: RECOGNITION OF "LEAD-FREE" ZONES

The absence of a provision for designation of "lead-free" zones in the HCFA rules is a major omission.
Despite the lack of clear guidance from CDC in this regard, there should be no doubt that state public
health agencies are in the best position both to establish a reasonable definition for such zones as well as to
designate these, where appropriate. Our own experience the past two years has established several counties
where screening of hundreds or even thousands of Medicaid recipients has yielded a less than 0.5%
prevalence of confirmed blood lead levels >15 mg/dL. Clearly, resources have been, and continue to be,
misappropriated in these regions. Support has also been growing within the pediatric community for a
more targeted approach to screening. Both Dr. Birt Harvey, past president of the American Academy of



Pediatrics, and Dr. Sergio Piomelli, Professor of Pediatrics at Columbia University and a member of the
CDC committee which issued the latest guidelines, have recently published commentaries in the journal
Pediatrics that call for a re-evaluation of the AAP and CDC recommendations for mass screening.
Substantive issues of cost-effectiveness for the recommended approach have never been addressed,
according to the authors. It is clear that an unbiased re-examination of the data is in order, but in the
meantime, HCFA should allow more flexibility for states to target screening efforts based upon their own
analysis of pertinent screening data. '



VACCINES FOR CHILDREN PROGRAM (VCF)

ISSUE: Communications between CDC, and the National Vaccine Program Office and State
Health Departinents.

We have concerns that CDC and particularly the National Vaccine Program Office, HHS;
are not working closely with states on program/policy development.

It is critical to the success of the Vaccines for Children Program for CDC and the National
Vaccine Program Office, HHS to work closely with states to get input before making
-decisions and implementing new programs/initiatives, etc. Some examples include:

1) National Media Campaign - Many states already have media campaigns which were
developed as part of their Immunization Action Plans, but the new national campaign
was developed without getting input from states on what was already in place.

2) CDC recently held a meeting for private providers but didn’t invite any health
department representatives nor notify states who would be attending. Since health
departments will be responsible for enrolling private providers, having representatives
from health departments at the meeting.could have helped to promote cooperation and
coordination and assure that health departments and other provxders heaxd/recewed the
same-information.

3) We were told at the Atlanta meeting in January that CDC would convene workgroups
to discuss the vaccine ordering/distribution system(s). To our knowledge, no meetings
have occurred. Rather than CDC mandating one distribution system, states need as
much flexibility as possible to establish the system that works best within each
respective state. For example, in Arkansas, the Health Department would like to
distribute vaccine to all public providers but have CDC (Federal government) or the
manufacturer ship directly to privately providers. In another state, the health
department may choose to distribute the vaccine to all providers.

ISSUE: Status of 317 grant funding.

We have been given various answers concemmg the future of 317 grant funds to states
(regular Immunization Grants, especially direct assistance). We’ve been told that they
would: continue at the present level, continue at a reduced level, and/or be phased out.
Continuation of these funds is critical to immunization programs in state health
departments! In addition, it is impossible to plan without knowing the status of these grant
funds.

We have also been told that money would be available to assist states with vaccine
ordering and distribution systems. We don’t know how much will be available, when
it will be available, or how it will be distributed, e.g., formula-based, per grant
request, etc. States need these answers soon, as we must start to look at developing/
operating the distribution system.
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ISSUE: Vaccine for the underinsured. <

o

Under the new leglslatlon only FQHC’s can receive vaccine to immunize the

underinsured. In Arkansas, this will place a tremendous burden on clients due to the
limited number of community health centers (CHC’s) and where they are located. Also,
many CHC'’s that have been providing immunizations on a limited basis will find it difficult
to handle an increased demand for this service. At the January meeting, other states also
voiced concems related to this issue. We understand that efforts are underway at the
Federal level for CHC’s to "deputize” public health units-as FQHC’s to allow them to give
immunizations to underinsured children. This type of arrangement or something similar
must be developed for states like Arkansas to achieve 90% levels by 1996.

ISSUE: Physician participation in Immunization Registries

A key role for health departments is assurance that immunizations are given; this can be
achieved through monitoring of immunization levels, tracking, and followup. In states like
Arkansas, this can be done through immunization registries; but states must be given some
authority ‘and flexibility to help assure success of the VCF Program

ISSUE: Lead responsibility for the VCF Program

At the Atlanta meeting, there seemed to be some confusion about the lead agency, as the
Natjonal Vaccine Program Office staff appeared to be in charge of the meeting. This
seemed to contribute to the lack of answers regarding the program and a delay in getting
guidelines out to states. Because states have worked successfully with CDC in the past, we
feel positive about their experience, expertise, and coordination with state programs and
that CDC is the obvious, logical choice to run the Program. As discussed earlier, CDC
must work closely with states on an ongoing basis; and, short term, must get VCF Program
guidelines to the states as soon as possible. (We have been told we will get them by
mid-April; October 1 is only about 6 months away.)
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415 Second Street, NE, Suite 200 « Washington, DC 20002
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Memorandum

To: Carol Roscoe

From: George Degnon
Date: March 24, 1994

Subject:  Immunization Program

Carol, thank you for your interest in the implementation of the President's Immunization
Initiative at the State level. As we discussed, we share similar concerns about this program.
ASTHO remains committed to increasing the immunization' rates of our nation's children.
We remain dedicated to working with the federal government in achieving this goal. In light
of that commitment, | would like to raise the following issues related to the implementation
of the President's Immunization Initiative:

1) Six months after passage of the law, we are now working closely with the CDC on
the implementation of the Vaccines for Children portion of the President's initiative. We
recognize that CDC, as well as states, is working under almost impossible deadlines to fully
implement this. program on October 1 of this year. CDC appears to be facing some
problems in making policy decisions, these problems appear to coming from "upstairs"
within HHS as well as OMB as well. These issues, such as resources to states for capacity
building, distribution of vaccines, accountability, etc. are delaying their ability to quickly
- relay information to the states. Training meetings on the implementation of the Vaccines for
Children Program are scheduled in May, but we are concerned that the information flow in
preparation for this meeting, as well as the ability for CDC to respond in a timely manner
to state concerns raised at the meeting, will make it difficult for states to take the steps
necessary to implement the program in the four months remaining after the May meetings.
Little has been done to begin educating private providers on this program and to encourage
their participation. States are not yet equipped to carry forward a message to their own
private providers, because they really don't know what the message is yet. This is especially
alarming considering that states will have to set up ordering processes and begin to take
orders long before the October 1 kickoff date. With appropriate and timely information,-
states can do an effective PR job in promoting this law.

2) The second issue is the Outreach Campaign of the President's Initiative. The best way
to ensure that a nationwide initiative is successful at the state level is to secure the
involvement of state officials in the development of the concept, implementation plans and
strategies at an early level. Because these are such visible programs we are concerned that
if not done in strong collaboration with states and other appropriate parties they have the



potential of impeding state progress beyond this one-time campaign. Again, ASTHO and the
states stand ready to work in any way possible to make this a success. We encourage that
national efforts be coordinated with state programs to ensure that there is not dupllcate
efforts and messages. - :

3) We are also concerned that we are having a National Infant Immunization Week, five
months before the Vaccines for Children Program takes effect. Therefore, private providers
may still be referring their clients to public health agencies that may not be fully prepared
for the hopeful onslaught of children seeking vaccinations. This is even further complicated
by the fact that last year's vaccine law required a retroactive tax on state vaccine floor stock
that equaled about $37 million. CDC paid this tax (with state approval and appreciation)
from the 1994 Immunization Program Resources. However, this means that state purchasing
power with federal vaccine dollars has decreased by this amount for the remainder of this
year. If a larger number of children than expected present for immunizations during the .
Immunization Week, we are likely to face shortfalls before the end of September. We
believe that the retroactive excise tax was particularly burdensome since we have a letter
from the Administration that the National Vaccine Injury Program is viable and that the
retroactive portion of the tax was not needed for the solvency of the fund.

4) ‘Another issue related to the Outreach Campaign is the Regional Coordinators/Regional
Workshops. The second phase of the campaign is to hire regional coordinators in each of
the 10 HHS regions. These coordinators are to work with local communities to get them
involved in the immunization effort. ASTHO strongly questions this effort. We do not
believe that it is the role of the federal government to by-pass states and work directly with
communities in establishing coalitions and networks on any issue. This is a fundamental,

mandated responsibility of state and local public health agencies. We believe that the
resources being spent on this effort could and would be more adequately spent on providing
states with needed money to develop or enhance their own efforts. Most states have started
community building and are best equipped to respond to the needs of different communities
in their state. Also the National Vaccine Program Office is proposing to do regional
‘meetings in each region to promote coordination among community groups and public’
health agencies. To date, the dates of the meetings have not been announced but they are
suppose to occur in June/July. As time comes closer it will become more and more difficult
to secure the participation of appropriate parties. Also while this takes a regional approach
to coalition building (which is better than a national approach) it still misses the fact that
~even states in the same region have- different needs and even within individual states, -
. communities have different needs. Pulling a group together to get them exercised about

immunizations, when at the local level there may not be the resources to fully follow-
through in providing the vaccines, we believe has the potential of being counterproductive.

5) States and ASTHO have serious concerns about the role of the National Vaccine Program
© Office. We believe that this office is just adding another layer of bureaucracy to an already
understaffed program. We understand the importance that the President places on this issue
-and applaud his efforts. However, we are concerned that the National Vaccine Program
Office is disrupting CDC management operations and procedures. If CDC is the responsible
agency for implementing the Vaccines for Children Program, then CDC should be provided
with all resources necessary to properly coordinate the campaign. "



6) Finally, we have concerns about the actual Vaccines for Children Law. This law
providers that federally purchased vaccines will be provided to any child without health
insurance or on Medicaid. The law only provides federal vaccines to underinsured children
that present at community health centers, rural health clinics or FQHCs. This is raising.
serious problems in many states. For example -in Alaska, there is only one community
health center. This lack of recognition of the important role public, health agencies play in
immunizing children, is extremely damaging to the President's immunization goals since it -
is public health initiatives which have had the most success in getting children immunized.
This whole issue was further compounded by the cuts in'the CDC immunization program
in the President's budget. By reducing the resources that states will have available to
purchase vaccines for this underinsured population, more and more children are likely to
be referred to FQHCs thus creating another barrier to immunizations. This problem of non
coverage for underinsured children is also an issue for private physicians. ‘Without coverage
of 'this population by private doctors it is unlikely that many of them will choose to
participate .in the program - few doctors see children without health insurance, many see
children whose insurance does not cover vaccines.

ASTHO remains committed to higher immunization rates. Public health practices have had
the most significant impact in increasing immunization rates in this nation.- We encourage
the Administration to access our talents States and ASTHO can provide the followmg

. Incredlbly dedicated program staff to get the job done - given the opportumty, the /
' information and the necessary resources. This has not yet happened!
‘e Effective public information teams that can work with the state health officers and

governors to put childhood immunizations before the public. Although we had
assurances that these efforts. would be coordinated with the states, state public
relations directors have not yet been properly consulted!

. .Teams of local liaison staff in' each state that can build. strong commumty
relationships. They are not being utxllzed but instead are being preempted by
regional coordinators.

It is crucial that this or any other "one-time" initiative be coordinated with and support the
ongoing public health programs of state agencies.

We are committed to ensuring the success of this program.  While CDC has been most
responsive in advising us on their progress, we again reiterate our interest in being part of
the team at every step of the process, from determination of private provider reimbursement
to the agenda for the Regional Meetings — we are in the trenches on these issues every day -
and believe we can contribute to this cooperative effort. Again, we are ready to assist in
these efforts in any way and continue to work with the CDC. | would be happy to discuss
this further with you. Thanks again for your interest. Enclosed for your information is our
communication to states on this subject which puts a "positive-spin" on a trying process.
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| ASSOC!ATION OF STATE AND TERRITORIAL HEALTH OFFICIALS
415 Second Street, N.E., Suite 200, Washington, D.C. 20002
(202) 546-5400

- TO: STATE HEALTH OFFICIALS
FROM:  GEORGE K. DEGNON AND VALERIE MORELLI
DATE: . MARCH 23, 1994
RE:  PRESIDENTS IMMUNIZATION INITIATIVE

This memorandum is to share information with you related to the President's Immunization -
Initiative. At a CDC meeting in Atlanta in January to discuss the initiative, it became clear that
states had been little-consulted on implementation of the initiative. Since that meeting, ASTHO
has continued to meet with CDC and the National Vaccine Program Office to raise issues about
-various components of the program and to ensure that state concems are being heard. During
- the past few weeks, we have achieved a much closer working relationship with these offices.

Some of the areas and issues we would like to bring to your attention include:

1) ADMINISTRATION OF THE VACCINES FOR CHILDREN PROGRAM -- OBRA 93
included language to provide federally purchased vaccines to children without health insurance
or insured by Medicaid (and-underinsured chiildren presenting at FQHCs.) This program was
being implemented both by the CDC and the National Vaccine Program Office. ASTHO raised
its concerns about dual mvolvement, espec:lally since CDC has a long track record in dealing with
states on immunizations.  Shortly after we met with CDC Director David Satcher, it was
announced that the CDC would be adrmmstermg the entire program out of Atlanta.

2) VACCINES FOR CHILDREN PROGRAM -- ASTHO is contmumg to work closely w1th the
CDC on the implementation of the Vaccines for Children law. This law, scheduled to take effect
on October 1, 1994, will have a profound impact on many state agencies. Through its
Immunization Task Force, ASTHO is working to ensure that the maximum amount of state .
flexibility is provided and that the minimum amount of reporting requirements and "red tape” are
required. ASTHO will be reviewing the operational manual for the program prior to its release. '
Also, CDC will be hosting training sessions for the regions during May. ASTHO has requested
that the operational manual be made available prior to the training sessions so that states can
come better prepared to discuss the implementation process.

3) PUBLIC SERVICE ANNOUNCEMENTS -- At the January meeting, the CDC announced a

“major national media campaign to be aired in late April around National Infant Immunization
Week. It was also announced that the ads were reaching final production stages. Since it was
the first that most states had heard of this campaign, there was little we could do to influence or
~discuss the ads or their integration with state programs. However, ASTHO was successful in
working with CDC to allow states to determine if they wanted to locally tag the ads with their
. state information. Many states chose to tag the ads which will soon be distributed to your media
markets based on directions provided by you and your pubhc information staff.




4) REGIONAL COORDINATORS -- CDC has hlred or is in the process of hiring regional
coordinators for each region to work with states to assist in developing community organization
interest in immunization initiatives. These individuals, who will serve through October, were will’
help facilitate coordination at the state and local level for those interested in promoting child
health. Those hired are being solicited for their grassroots and coalition building skills. You are
encouraged to work with these individuals and to use their skills so that they can help state
programs to achieve their objectives.

5) REGIONAL MEETINGS -- Also in January it was announced that Regional Meetings will be
held in the summer to bring together a variety of individuals, corporations, non-profit
organizations and public agencies to discuss how to motivate community activities to get more
children immunized. The CDC has indicated it sees these as locally run meetings and that the
Feds are only there to help coordinate. To that end, ASTHO will be serving on the planning
committee to ensure that state issues and concerns are addressed.

We encourage you to share any issues you have related to the implementation of this initiative
with us at the ASTHO office. ASTHO remains committed to improving the immunization rates
of all children and continues to work hard to ensure that the new law and the initiative are
successtul for the states. -



ASTHO,

Association of State and Territorial Health Officials

415 Second Street, NE, Suite 200 « Washington, DC 20002
(202) 546-5400 Fax (202) 544-9349

Memorandum

To: Carol Roscoe
From: George Degnon
Date: March 24, 1994

Subject:  ASTHO HILL DAY/PUBLIC HEALTH IN HEALTH CARE REFORM

ASTHO is supportive of health care reform efforts. We believe that public health must be
an integral part of any reform effort and believe that the President’s plan is the only initiative
on the table which truly begins to address public health. ASTHO has been supportive of
reform even prior to the President's efforts to bring attention to this subject. (See attached
statement on Health Care Reform adopted in May, 1992.) We also have developed a paper
on the President's plan which supports his endeavors and makes suggestions on ways to
strengthen the bill (see attached 1994 document).

However, since the early days of the planned development of the President's plan, the
ASTHO membership, save for 1 or 2 health officers, have not had the opportunity to dialog
with the President of First Lady on this issue. We were hopeful that the President or the First

occurred during the family's person tragedy of losing Mr. Rodham so the meeting did not
occur.,

State Health Officials will be in town Tuesday, April 19 and Wednesday, April 20 to again
meet with Congress. The purpose of this meeting will be specifically on public health in
health care reform. | would appreciate any and all efforts you could provide in affecting a
meeting with the President or the First Lady with the Health Officers. The Health Officers
all remain dedicated to health care reform and believe that the President's Core Public.
" Health Functions are a true recognition of the need for public health.

Again, any assistance you could provide would be greatly appreciated. 1 will follow up with
you next week on this issue. Thanks.
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The CGhildhood
Immunization Initiative

Challenges

M Vaccines are the most powerful and cost- effective ways to prevent nine infectious diseases in
children.
[1 Cases of measles, polio and other diseases have decreased by over 99 percent since introduction of
vaccines.
[0 The estimated benefit-cost ratio of vaccines (dollars saved by society for every dollar spent) is over
21:1 for measles/mumps/rubella vaccine, is over 30:1 for diphtheria/tetanus/pertussis vaccine, and
is over 6:1 for polio vaccine. ‘
B Although over 96 percent of chlldren are adequately vaccinated by kindergarten, about 15 to
35 percent of children under age two are inadequately protected against these childhood
diseases.
Between 11-15 vaccine doses are due by age 2, requiring about 5 visits to providers. This is
about 80 percent of all vaccine doses recommended for children.
Failure to immunize children on time led to the 1989-1991 measles epidemic which resulted in #
over 55,000 cases and 11,000 hospitalizations. | k%)%y
N
Goals

(&

B The Childhood Immunization Initiative (CII) has been launched by President Clinton to make
sure that children do not become sick or die from vaccine preventable diseases .
Specific and urgent goals to be accomplished by 1996 are (See Attachment)
[] reduce most diseases preventable by childhood vaccination to zero.
[ increase vaccination levels for 2-year-old children to at least 90 percent for the initial and most
critical doses in the vaccine series, and 70 percent for a more recent vaccine (Hepatitis B).
[J build a vaccine delivery system to maintain these achievements in the United States w:thm a
reformed health care system.
B By the year 2000, a comprehensive mfrastructure will be in place to provide the full series of
vaccines for at least 90 percent of all children.

Actions

B Since 1963, the Centers for Disease Control and Prevention (CDC) has been responsible for
providing vaccine, management, technical assistance, information, epidemiology, assessment,
and other national immunization services. These efforts have been targeted to State and local
health departments and other partners. The CII enhances CDC’s traditional efforts with
significant resources and activities that now address immunization issues in a comprehensive
manner. CII enhances the following five broad areas designed to attain the goals for 1996 and
beyond. ‘

I. Improve the quality and quantity of vaccination delivery services
II. Reduce vaccine costs for parents (through the Vaccines for Children Program)
III. Increase community participation, education, and partnerships
IV. Improve monitoring of disease and vaccination coverage
V. Improve vaccines and vaccine use
CDC has developed an extensive Action Plan which includes objectives, action steps, and comprehensive
timelines designed to achieve the CII goals.



Aiction lmpmve the Quality and Quantity
T of Vaccination Delivery Services

Ghallenges

M Since 1963, the Federal Immunization Grant Program {"317" Grants) has assisted States in
purchasing vaccines and managing programs. However, Federal grant funds could not be used
to improve the immunization delivery infrastructure e.g., hire staff to give vaccines.

B The public health system, which serves about 1/2 of our Nation’s children, was seriously eroded
in the 1980’s

B Parents faced serious barriers and obstacles to immunization

[J Inadequate clinic staff, inconvenient hours, insufficient locations, and other barriers.
[ Many missed opportunities to provide vaccines at health care visits.

[J Inadequate systems to remind parents when vaccinations were due for their children and for doctors
and nurses to determine timmunization needs quickly at each office visit.

Solutions

B Immunization Action Plans (IAPs) - Beginning in 1992 as a new component of 317 grants,
Federal grant funds were awarded by CDC to begin making seriously needed improvements to
the vaccine delivery infrastructure. These IAP funds were supplied to 87 State, Territorial, and
local health agencies. In 1994, as part of the CII, IAP funding was tripled to $128 million. These
funds were awarded based on comprehensive State and local IAP’s detailing the State and local
actions needed to meet immunization coverage targets for children.

B Performance-based funding - About 30 percent of IAP funding is based on meeting coverage
targets. In addition, $33 million in new 1994 incentive funds are available for States achieving
high coverage rates as outlined in legislation.

B Standards for Pediatric Immunization Practices - These Standards consist of 18 immunization
practices that all immunization providers should carry out. The Standards are recommended by
the National Vaccine Advisory Committee and endorsed by the American Academy of Pediat-
rics. Implementation of the Standards is designed to remove barriers-that (1) impede vaccine

- delivery and (2) eliminate missed immunization opportunities at office visits. For example, the
Standards emphasize use of simultaneous vaccination with multiple vaccines to avoid extra visits
and that parents be given immunization cards to help them and providers know their child’s
immunization needs.

M CDC will strengthen involvement of private health care providers through improved communi-
cation and collaboration to obtain their input and support for the CII goals.

M CDC will award additional grant funds to States to help establish Statewide Immunization
Information Systems to remind parents when vaccinations are due for their children.



ndl'lon Reduce Vaccine Gosts for Parents

Challenges

Vaccine costs have risen substantially in recent years, to about $280 per child.

Parents have increasingly been referred by private providers to public health clinics where
Federal or State supplied vaccines are free. This referral breaks a child’s continuity of care and
resulting in missed immunizations.

Many States invest substantial funds in vaccine purchase, especially through their Medicaid
program, thus limiting spending on improved immunization infrastructure.

Solutions

The Vaccines for Children (VFC) program will provide free vaccine to about 60 percent of our
Nation’s children, starting in October 1994, by purchasing over $400 million in vaccines.

[0 Parents of eligible children can obtain vaccinations from their provider of choice, thus allowing
continuity of care

[J Eligible children include those who are Medicaid eligible, those without anyzhe@ insurance, and
American Indians. Children served by Federally Qualified Health Cente{(ﬁQﬁmnd Rural Health
Clinics can receive VFC vaccines if their health insurance does not coverimmuniZation,

[J States can buy vaccines at significantly reduced Federal prices to allow expanded access to vaccine
for children in these States. - About one-half of the States are considering supplying vaccine to all
their children.

The attached schematic diagram generally outlines the proposed VFC distribution process.

Federal immunization grant funds and State funds will continue to help meet the needs of
children not eligible for the VFC.
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fiction Increase Community Participation,
I Education, and Partnerships

Challenges - ‘

Parental Awareness - while parents are aware immunizations are needed by school age, they are
often unaware that 80% of vaccinations are required by 2 years of age (need to change social
normy).

Providers, sometimes not aware of the urgency and importance of age appropriate immunization,
often do not use all opportunities to immunize children in their care. '

Need to improve coordination among the many public and private sector groups working at State
and community levels to educate and motivate parents/providers (i.e., groups in Harlem unaware
of each other) and increase understanding of community organizing methods (i.e., how to
recruit/direct volunteers, develop plan/strategy to use and coordinate diverse organizations, how
to use media).

Need to access the goo‘d will and provide opportunities for the many organizations that are not
involved but desire to participate in immunization related activities.

Solutions

An aggressive community participation, education and partnership program is a fundamental
component of the CII. This component seeks to increase awareness of the importance of
age-appropriate immunization and increase community participation in the effort to educate and
mobilize parents and providers.

CDC is working with State health departments and community-based groups to build or enhance
capacity to establish or expand coalitions, including:

[J recruiting/hiring Outreach Coordinators in each HHS region to work with States and community-
based groups.

O convening regional meetings for each HHS region to enhance coordmatxon and communication
_among States, community-based groups, and others.

CDC is reaching out to a cross-section of national organizations, groups, and corporations to

seek their involvement within coalitions at the State and local levels.

CDC is providing other tools and taking additional action to expand awareness and educate
parents and providers:

[0 Produced public service announcements, based on extensive collaboration and focus group research,
for TV, radio, print and other media in English and Spanish languages;

[J Established toll-free phone numbers that will provide information in English and Spanish, and will
also refer parents to local health clinics, and;

[0 Reached out to the business and entertainment community, such as Gerber, McDonalds, Childrens
Television Workshop, and Hollywood, to encourage their promotion and marketing of immunization
messages.

CDC is committed to estabhshmg a long-term program that will ensure sustained support. for
these activities. :



Action lmpmve Monitoring of Disease and

v Vaccination Goverage

Challenges

Epidemics begin in populations with low immunization rates. Quickly finding pockets of low
immunization rates or disease allows targeting of efforts to high risk populations.

Information on immunization coverage at the National, State, and local levels is essential for (1)
evaluating program effectiveness, (2) identifying populations at high risk for underimmuniza-
tion, and (3) targeting remedial action.

No national immunization coverage data were available between 1986 and 1990.

No standardized system to collect immunization coverage information at the State and local
levels has been available.

Cases of disease need to be rapidly detected to identify underimmunized populations and to
institute control efforts.

Surveillance systems to detect dlsease often have been inadequate to prevent those cases from
leading to epidemics.

Solutions

CDC is providing grant funding, for the first time, and scientific/intervention assistance to public
health agencies to address surveillance weaknesses. This effort will include the investigation
of each case of vaccine-preventable disease targeted for elimination.

As a result of increased CII funding in 1994, comprehensive systems to monitor immunization
coverage are functioning, or are being developed by CDC, to provide local, State, and National -
data to help target interventions.

[l The National Health Interview Survey (NHIS) monitors immunization levels nationwide on a
quarterly basis :

[0 State and local area 1mmumzat10n levels will be assessed on a quarterly basis through random-digit-
dialing surveys in all. 50 States and in 28 large urban areas.

[ Clinic assessments assist public and private providers to measure 1mmumzatlon levels in populations
they serve.

This systematic evaluation of the outcome of Federal and State programs toward reaching disease

and coverage targets addresses an essential component of the CIJ, which is to generate data to

focus accountability for program results.



ﬂd",‘m Improve Vaccines and Vaccine Use

Ghaﬂenges

Currently, children require about 11-15 separate immunizations prior to their second birthday.
This large number makes it more difficult to obtain complete immunization on time.

Because of dissemination of inaccurate information, some parents have become more fearful of
immunizations than the diseases themselves. Such unfounded fears can reduce coverage.

Providers can be confused by multiple immunization schedules.

Solutions

The Advisory Committee on Immunization Practices, the American Academy of Pediatrics, and
the American Academy of Family Physicians are working together to develop a single childhood
immunization schedule.

The Public Health Service (NIH, FDA, and CDC) will work with manufacturers and researchers
to stimulate development of new and combined vaccines to reduce the number of immunizations.

Although available vaccines are very safe and effective, CDC will work with States and selected
provider institutions to enhance systems to detect rare adverse events following vaccination.
This will provide better information to parents on the risks and benefits of vaccination.



Attachment

Childhood Immunization Initiative
Vaccination Coverage for 1992* 1993*3 and Vaccine
Coverage Goals for 1996 and 2000

Vaccine 1992 1993 - 1996 2000
DTP 3+ 83 87 a0 ' 90
OPV 3 72 78 90 90
MMR 83 81 90 90
| T
Hib 3+ — 50"y, 90 90
HepB3 — 13 70 90
DTP 4 59 71 ‘*’%ﬁ 90
DTP 4, - 55 65 /?5? Y " 90
OPV 3, MMR,
Hib 3+, and | eC:L
" Hep B 3** . {€<
A2

* Coverage for children 19-35 months of age.

§ Provisional data based on 1st and 2nd quarters.
1 Healthy People 2000 goals have not changed. »
** 1992 and 1993 data are only for DTP4, OPV 3, and MMR %C
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The Chiidhood
Immunization Initiative

Challenges
B Vaccines are the most powerful and cost—efféctivc ways to prevent nine infectious diseases in
- children.

[J Cases of measles, polio and other diseases have decreased by over 99 percent since introduction of
vaccines.

[ The estimated benefit-cost ratio of vaccines (dollars saved by society for every dollar spent) is over
21:1 for measles/mumps/rubella vaccine, is over 30:1 for diphtheria/tetanus/pertussis vaccine, and
is over 6:1 for polio vaccine. : '

B Although over 96 percent of children are adequately vaccinated by kindergarten, about 15 to
35 percent of children under age two are inadequately protected against these childhood
diseases. :

B Between 11-15 vaccine doses are due by age 2, requiring about 5 visits to providers. This is
abeut 80 percent of all vaccine doses recommended for children. - -

M Failure to immunize children on time led to the 1989-1991 measles epidemic which resulted in
over 55,000 cases and 11,000 hospitalizations.

‘Goals

B The Childhood Immunization Initiative (CII) has been launched by President Clinton to make
sure that children do not become sick or die from vaccine preventable diseases .
B Specific and urgent goals to be accomplished by 1996 are (See Attachment)
. [ reduce most diseases preventable by childhood vaccination to zero.
[J increase vaccination levels for 2-year-old children to at least 90 percent for the initial and most
critical doses in the vaccine series, and 70 percent for a more recent vaccine (Hepatitis B).
L] build a vaccine delivery system to maintain these achlevements in the United States within a
reformed health care system.
B By the year 2000, a comprehensive infrastructure will be in place to prowde the full series of
vaccines for at least 90 percent of all children.

Actions

B Since 1963, the Centers for Disease Control and Prevention (CDC) has been responsible for
providing vaccine, management, technical assistance, information, epidemiology, assessment,
and other national immunization services. These efforts have been targeted to State and local
health departments and other partners. The CII enhances CDC'’s traditional efforts with
significant resources and activities that now address immunization issues in a comprehensive
manner. ClI enhances the following five broad areas designed to attain the goals for 1996 and
beyond. K

I. Improve the quality and quantity of vaccination delivery services
II. Reduce vaccine costs for parents (through the Vaccines for Children Program)
III. Increase community participation, education, and partnerships
IV. Improve monitoring of disease and vaccination coverage
V. Improve vaccines and vaccine use
CDC has developed an extensive Action Plan which includes objectives, action steps, and comprehensive
timelines designed to achieve the CII goals. ’



Action Improve the Quality and Quantity
I of Vaccination Delivery Services

Challenges

‘Since 1963, the Federal Immunization Grant Program ("317" Grants) has assisted States in

purchasing vaccines and managing programs. However, Federal grant funds could not be used
to improve the immunization delivery infrastructure e.g., hire staff to give vaccines.

The public health system, which serves about 1/2 of our Nation’s children, was seriously eroded
in the 1980°s

Parents faced serious barriers and obstacles to immunization

[ Inadequate clinic staff, inconvenient hours, insufficient locations, and other barriers.
[J Many missed opportunities to provide vaccines at health care visits.

[J Inadequate systems to remind parents when vaccinations were due for their children and for doctors
- and nurses to determine immunization needs quickly at each office visit. ~

Solutions

Immunization Action Plans (IAPs) - Beginning in 1992 as a new component of 317 grants,
Federal grant funds were awarded by CDC to begin making seriously needed improvements to
the vaccine delivery infrastructure. These IAP funds were supplied to 87 State, Territorial, and
local health agencies. In 1994, as part of the CII, IAP funding was tripled to $128 million. These
funds were awarded based on comprehensive State and local IAP’s detailing the State and local
actions needed to meet immunization coverage targets for children.

Performance-based funding - About 30 percent of IAP funding is based on meeting coverage
targets. In addition, $33 million in new 1994 incentive funds are available for States achieving
high coverage rates as outlined in legislation.

Standards for Pediatric Inmunization Practices - These Standards consist of 18 immunization

practices that all immunization providers should carry out. The Standards are recommended by
the National Vaccine Advisory Committee and endorsed by the American Academy of Pediat-
rics. Implementation of the Standards is designed to remove barriers that (1) impede vaccine
delivery and (2) eliminate missed immunization opportunities at office visits. For example, the
Standards emphasize use of simultaneous vaccination with multiple vaccines to avoid extra visits
and that parents be given immunization cards to help them and providers know their child’s
immunization needs.

CDC will strengthen involvement of private health care providers through improved communi-
cation and collaboration to obtain their input and support for the CII goals.

CDC will award additional grant funds to States to help establish Statewide Immunization
Information Systems to remind parents when vaccinations are due for their children.



Action

n  BReduce Vaccine Costs for Parents

Challenges

Vaccine costs have risen substantially in recent years, to about $280 per child.

Parents have increasingly been referred by private providers to public health clinics where
Federal or State supplied vaccines are free. This refcrral breaks a child’s continuity of care and
resulling in missed immunizations.

Many States invest substantial funds in vaccine purchase, especially through their Medicaid
program, thus limiting spending on improved immunization infrastructure.

Solutions

‘The Vaccines for Children (VFC) program will provide free vaccine to about 60 percent of qur
Nation’s children, starting in October 1994, by purchasing over $400 million in vaccines.

(] Parents of eligible chlldren can obtain vaccinations from their provider of choice, thus allowing
continuity of care

[J Eligible children include those who are Medicaid eligible, those without any health insurance, and
American Indians. Children served by Federally Qualified Health Centers (FQHC) and Rural Health
Clinics can receive VFC vaccines if their health insurance does not cover immunization.

L] States can buy vaccines at significantly reduced Federal prices to allow expanded access to vaccine
for children in these States. About one-half of the States are considering supplying vaccine to all
their children.

The attached schematic diagram generally outlines the proposed VFC distribution process.

‘Federal immunization grant funds and State funds will continue to help meet the needs of
children not eligible for the VFC.



fiction Increase Community Participation,
I Education, and Partnerships

Gha“enggs

Parental Awareness - while parents are aware immunizations are needed by school age, they are
often unaware that 80% of vaccinations are required by 2 years of age (need to change social
norm),

Providers, sometimes not aware of the urgency and importance of age appropriate immunization,
often do not use all opportunities to immunize children in their care.

Need to improve coordination among the many public and private sector groups working at State
and community levels to educate and motivate parents/providers (i.e., groups in Harlem unaware
of each other) and increase understanding of community organizing methods (i.e., how to
recruit/direct volunteers, develop plan/strategy to use and coordinate diverse organizations, how
to nse-media). - ’

Need to access the good will and provide opportunities for the many organizations that are not
involved but desire to participate in immunization related activities. ”

An aggressive community participation, education and partnership program is a fundamental
component of the CII. This component seeks to increase awareness of the importance of
age-appropriate immunization and increase community participation in the effort to educate and
mobilize parents and providers.

CDC s working with State health departments and community-based groups to build or enhance
capacity to establish or expand coalitions, including:

O recruiting/hiring Outreach Coordinators in each HHS region to work with States and community-
based groups.

[d convening regional meetings for each HHS region to enhance coordination and communication
among States, community-based groups, and others.

CDC is reaching out to a cross-section of national organizations, groups, and corporations to

seek their involvement within coalitions at the State and local levels.

CDC is providing other tools and taking additional action to expand awareness and educate
parents and providers:

00 Produced public service announcements, based on extensive collaboration and focus group research,
for TV, radio, print and other media in English and Spanish languages;

L1 Established toll-free phone numbers that will provide information in English and Spanish, and will
also refer parents to local health clinics, and; v

[0 Reached out to the business and entertainment community, such as Gerber, McDonalds, Childre{)s
Television Workshop, and Hollywood, to encourage their promotion and marketing of immunization
messages.

CDC is committed to establishing a long-term program that will ensure sustained support for
these activities.



Action Improve Monitoring of Disease and
v Taccination Goverage

Ghallenges

Epidemics begin in populations with low immunization rates. Quickly finding pockets ofl
immunization rates or disease allows targeting of efforts to high risk populations.

Information on immunization coverage at the National, State, and local levels is essential for (1)
evaluating program effectiveness, (2) identifying populations at high risk for underimmuniza-
tion, and (3) targeting remedial action.

No national immunization coverage data were available between 1986 and 1990.

No standardized system to collect immunization coverage information at the State and local
levels has been available.

Cases of disease need to be rapidly detected to identify underimmunized populauons and to
institute control efforts. o

Surveillance systems to detect disease often have been inadequate to prevent those cases from
leading to epidemics.

Solutions

CDC is providing grant funding, for the first time, and scientific/intervention assistance to public
health agencies to address surveillance weaknesses. This effort will include the investigation
of each case of vaccine-preventable disease targeted for elimination.

As a result of increased CII funding in 1994, comprehensive systems to monitor immunization
coverage are functioning, or are being developed by CDC, to provndc local, State, and National
data to help target interventions.

[ The National Health Interview Survey (NHIS) monitors immunization levels nationwide on a
quarterly basis

[] State and local area immunization levels will be assessed on a quarterly basis through random-digit-
dialing surveys in all 50 States and in 28 large urban areas.

[J Clinic assessments assist public and private providers to measure immunization levels in populations
they serve.

This systematic evaluation of the outcome of Federal and State programs toward reaching disease

and coverage targets addresses an essential component of the CII, which is to generate data to

focus accountability for program results.



ﬂd",on Improve Vaccines and Vaccine Use

Challenges

Currently, children require about 11-15 separate immunizations prior to their second birthday.
This large number makes it more difficult to obtain complete immunization on time.

Because of dissemination of inaccurate information, some parents have become more fearful of
immunizations than the diseases themselves. Such unfounded fears can reduce coverage.

Providers can be confused by multiple immunization schedules.

Solutions

The Advisory Committee on Immunization Practices, the American Academy of Pediatrics, and
the American Academy of Family Physicians are working together to develop a single childhood
immunization schedule.

The Public Health Service (NIH, FDA, and CDC) will work with manufacturers and researchers
to stimulate development of new.and combined vaccines to reduce the number of immunizations.

Although available vaccines are very safe and effective, CDC will work with States and selected
provider institutions to enhance systems to detect rare adverse events following vaccination.
This will provide better information to parents on the risks and benefits of vaccination.



Attachment

Childhood Immunization Initiative
Vaccination Coverage for 1992* 1993*3 and Vaccine
Coverage Goals for 1996 and 2000"

Vaccine 1992 1993 1996 2000
DTP 3+ 83 . 87 90 90
OPV 3 72 78 90 90
MMR 83 - 81 90 90
Hib 3+ — 50 9 . . 90
Hep B 3 — - 13 70 90
DTP 4 59 71 | ~ -9
DTP 4, 55 65 90
OPV 3, MMR,
Hib 3+, and
Hep B 3**

* Coverage for children 19-35 months of age.

§ Provisional data based on 1st and 2nd quarters.

1 Healthy People 2000 goals have not changed.

** 1992 and 1993 data are only for DTP4, OPV 3, and MMR
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THE WHITE HOUSE
WASHINGTON
March 14, 1994

1

MEMORANDUM FOR KEVIN THURM
FROM: Carol H. Rasco
SUBJECT: Immunization Meeting
With the Vaccines for Children Program scheduled to go into
effect in about 6 months, I would like to schedule a meeting at
the White House to review the status of the following issues:
. the vaccine purchase contracts with the manufacturers
. the provider delivery system the Secretary will be using
. instructions to state Medicaid agencies regarding

provider outreach and enrollment, state obligations

with respect to ordering vaccines for participating

providers, and conditions under which FFP is available
for these activities as part of states’ overall EPSDT

program
. eligibility standards for children
. instructions to state health agencies and other

agencies regarding supplemental vaccine purchasing

. special outreach efforts aimed at uninsured,
underinsured and Indian children

. special outreach efforts aimed at enrolling providers

. any. other matters related to the implementation of the
program
As I understand it, CDC now has lead responsibility for this
program; if at all possible, I would like to have personnel from
Atlanta at the meeting along with other appropriate senior PHS
staff. I also think that because HCFA in many ways will continue
to play a pivotal role, senior staff from that agency also should
be present.

I particularly want to know if any problems in implementation
have come up, what they are, and how they are being resolved.

I have asked Rosalyn Miller in my office to expect a call from
you so that mutually agreeable dates can be explored. If HHS
wishes to prepare background briefing materials, I would welcome
them.



THE WHITE HOUSE
WASHINGTON
March 30, 1994

MEMORANDUM FOR MACK MCLARTY
PHIL LADER
HAROLD ICKES
DAVID GERGEN
GEORGE STEPHANOPOULOS
MARK GEARAN
MARCIA HALE
ALEXIS HERMAN
PAT GRIFFIN
CHRISTINE VARNEY

FROM: Carcl H. Rasco

SUBJECT: Immunization Program

I apologize for the late notice for this meeting. I have
scheduled a briefing for this Friday, April 1 in the Roosevelt
Room at 10 a.m. by HHS to include representatives from Public
Health Services, HCFA, and CDC in Atlanta on the immunization
program passed last year and due to take effect in October. I
scheduled this meeting due to serious concerns brought to my
attention by various states and other advocacy groups about the
perceived inadequacy of the planning to date by the various
divisions of HHS for this program. A failure of this program in
October and publicity about not being prepared prior to that time
could be devastating for health care reform, the future of this
program—---not to mention the need for immunization of children.

I have already included in the meeting DPC staff and OMB along
with Sara Rosenbaum who is working with me on this program.
Attached to this memo is the original memo that went to HHS
regardlng my request. I don’t have other background materials to.
give you as HHS has not provided anything. While the meeting is
scheduled for one hour I am prepared for it to last up to one and
a half hours if necessary.

You or a designee are invited to attend if you wish. For
planning purposes please indicate ASAP to Rosalyn Miller (by
EMail or x62216) in my office if you plan to be present or have
someone present. Also, you are certainly free to simply take
this as an FYI; it is not a plea on my part for attendance but I
~did want you to know about it.

Thank you.
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and his advisers, or between such advisors [a)(S) of the PRA] b(6) Release would constitute a clearly unwarranted invasion of
P6 Release would constitute a clearly unwarranted invasion of personal privacy [(b)(6) of the FOIA]
personal privacy {(a}(6) of the PRA] b(7) Release would disclose information compiled for law enforcement
purposes [(b)(7) of the FOIA]
C. Closed in accordance with restrictions contained in donor's deed b(8) Release would disclose information concerning the regulation of
of gift. financial institutions [(b)(8) of the FOIA]
PRM. Personal record misfile defined in accordance with 44 U.S.C. b{9) Relcasc would disclose geological or geophysical information
2201(3). concerning wells [(b)(9) of the FOIA]

RR. Document will be reviewed upon request.
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March 23, 1994
MEMORANDUM
TO: Tony Robbins
FR: Sara Rosenbaum
RE: The OBRA '93 vaccine floor stocks tax

About a month ago Tony called me about the vaccine floor stocks tax problem, which
involves federal and state health agency liability for the retroactive floor stocks tax that was
passed as part of OBRA '93. After several weeks of discussions with Treasury, it appears that
while the law envisions liability on the part of all federal and state purchasers (as well as private
buyers), in fact there may be less liability than meets the eye. It is impossible to determine who
has any repayment obligations on the part of either the CDC or state health agencies ( and if so,
how much), without sitting down with CDC program staff and legal counsel and leamning more
about how the CDC purchasing and distribution system works.

I would like to schedule a meeting with PHS/OGC and relevant program staff to
determine whether (a) CDC owes anything given the fact that Congress did not appropriate the
tax, and (b) whether states owe anything on §317-purchased vaccines in the absence of CDC
payment given the fact that the tax comes out of the appropriation and given the fact that while
the states may "hold" the vaccine, they may not have title to it, per the IRS ruling (attached).

Please let me know how you want to proceed.

cc: Jo Boufford
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TRS annevncemedt

Office of Assimnt Chief . Counsel,
Inmmemmmnnmhunﬂ
Revenne Sexvice, Qther

ﬂmmmalkevnneSwmemdthe
'nusmyhowev&assimmdevexnp-

h:tqudzfemhzs CFR Parz 1°

‘Income taxez, Reporting: m -rec-
«dkeephgraqmems. .
P:vpmdmsdmusroﬁe
Regularions p

Accordingly, - 26
pmpotad 10 be amended as fonows'

PART 1—INCOME TAXES _

- Paragraph 1. The amuthority citadon
for part 1 continues to read ln part as
foﬂowr

Avtherity: 26 U.S.C. 7805 ===

Par. 2, Section 1.263A~1 is amended
by adﬁngﬁemtofm@ph .¢)]
W read as follows:

: 51.2634—1 Unfum ccpmdtwmu of

'c:-'Rp&n't is.

. » .. * ® *

() ==

@) ** The mmannmm
require appropriste’ adjustments to valg-
alons of inventory and other propérty
mb;eammZﬁBAifamof
propexty is miade to mnother person for
a prineipal purpose of tax aveidance,
‘Thrts, for example, the Dismicr Director
may require a. taxpayer “using the
simplified production methed of
§12624-2(b) to apply that inethod w
transferred inveatories immediately
- prier to a transfer wnder seetion 351 if
apxmapdympossofmeuansfan
ax- avoidzoce.

Par, 3. Section 1263A-1T(2)(4) is
_amepded by revising the fomth sen-
mcenfpmgaph(a)@)tnmdas

§2’.26’3A-IT Capulwou and
inclusion of inventory costs of cersain
aposes (nmporwy)

T e T 2 oF W
(sa-'

(4) *** Paragraphs (), (b), and (d)
mre uot effective for costs incurred after
December 31, 1983, io wmxable years

begioning after. thar date. *¥* :

!t*sts

Par. 4. Section 1.263@.,-3(:)«)(33 is
amended by:

1983-28 I.R.B.

11:59AM GWU ZPR77a.

fot‘dnspwvzsicn.

-7

+ 1. Adding p h&(A)(I)‘and
G)mddmnext mmphca)w
wswm oW, -

kanmg mpll{c)

§1.263A-3 Rules il lppmwﬂy
acguired for resale -

...&'.‘Q

(c) =

(4)'0 A .

(i) so* (A)‘»"" () ia gensral

- Distribution wn:s T2 3ny - rEnsparta-

‘Xion coss incu ou:s:da a gtorage

facility in efing .goods to an

unrelated custoine For this parposa,

. sy cossmmzedonaludmgﬂnck

axeuaatedasm admdzasmge
ficlity.

.K2) Costs Incu rred rram?arﬁxg
goadrtoamlated grson. Disuibution
costs do mot 'de&ecomof
delivering goods by & taXpayer w a
related person. Th for example,
when the taxpsyer sells goods 0 a

related person, the fotts d’uanspcmng

guch goods ate d'in

hence in determiv wthewsulnnggmn
or lois from snch =s taraﬂpmﬁoses
of the Internal Re Codsmdme_

regulations hereonder. . Ses, ‘eg., swc-
tions 267, 707, ar 1502.Furpmpos¢s
g0uS m:damdzt
d:sy are described secuon 257(b) ar
sacuon 707(!:) '

®) == y, co§ts incurred in
trapspaorting goods from the xpsyer’s.

-.stcmgeﬁciuwno! rexsi] sales facility

are transpartaton that must be
capitalized. Howevar, the costs incirred
ouzgide 2 stexage facility in delivering

COST

custom-opdered ilefs 2 retall sales
facllity are not required t be cap-
italizad, For this' pu:pose, any costs’
incurred on 2 Ioading dock e treated
as incwrred outside a storage facility.
Delivery of customm-ordered’ items oc-
cars when the wXpaysr cen demop-
suate that 2 deliveyry to the taxpayer’s

setail sales faciliny] is made to £l 20
identifiable ordes of a pardcnlar
cystomer (placad by the cnstomer

before the  de of the goods
occurs) for the particular goods in
quesdon. Fastors ths may demonstrats.
'the existence of a specific, idantifiable
delivery include the following=—

(). The customsr bas paid for the
item in advanee of the dalivery;

(@) The austome; hassubnutmda
wdmenoda'ﬁw:m .

OFC TAX POLICY b5
rer nrf'o Temweent

goirz

@Tbem:snotnmallyavaﬂ«-.'

ai:!eatd\asetmlsalesfacs'ktyfo:an-'

site custamer pwrchases; and

(ﬂﬁemwmbexmedtéthe',

starage facility (and not held for ssle at
themmlsalsmmﬁmemms

,cmccls’anﬂﬂn-

"tsessa

s&:ﬂeyDPmn.
C‘am:sioneraf
Internal Reverue.

'mnedwmauﬁzaumcrdmlneumn

Afigusr 6, 1993, %45 am. 3od publiched ks
. the isme of the Federa! Regicier for Augnt 9,
1993, S8 FR.428Y) )

' Remsutemant af Vaecme Ta:

Ammmcemant 83-107

TheOmn.ﬁmBudgotRmcﬂmon
Act of 1993 has reinttared the veccine

.excise ‘tax, efféctive August 11. 1993.

Ihambhvaq@aandthemxtams
masfoﬂows'

t ¢

Vsaecine - Tax :Per Dése
DFT (diphmam. " o
pertnsels,'and tetaus) $4.56 - -

- DT (dipitheria-tetanzs) 08
M(mslgs mumps, L L
mh;ﬂa) - 4,44

Pcho 29

E'&on!hntanble vaccines. The floor
stocks tax applies 1o’ any person who
holdsamblemfnrsaleorm

on.AnguniO,lm There are mo .

axcepd.vnstnthxsta.‘rhctefom.hcspx-

1als, doctors, Federal, state, snd local

sovmenrsandurherpmehasersef

vaceines will be sobject to the floor’

stocks tx if they hold thete vaccines
i ioventory on Avgust 10, 1993.  The
veccines uast have been purchased on

‘IheAa:pmds.s foraﬂoc:stocks'

¥

or before August 10, 1993, without tax -
imposed mnder section 4‘!31 of the .

InmnalnevemeCode

A.ny person holdln,, 2 taxable .vac-
cine on Augost.10, 1993, must make an
inventory of the pumber of doses in

stock.” The vaccime floor stocks tax

must be paid by February 28, 1994,

.and ‘will be reported om Ferm 720,

Quarterly Federal Excise’ Tax Renrn.

Iheﬂmgdarzwmbedmrmmedby
tegalations. We . will issue another

anpouncement when the regulatiops m.

published.

s
'
‘
N L
PR 7

[



() E:anpls. The foncwing egam-

ples illostrate the application of this .

" paragraph ()(2) With espest to dece-

1993.

. Example 5. On Auvgust 1, 1993
muud:nﬂewwnq.dh.m

isurance
under polides jssied by Company X ate in the
agsregare anouat of $200,000 aud e mnclad.

fble in A'c gross exnzs, Beeslse the proceeds

are lpcludible in A's gross. estaip, the

Michael P. Dolan,
. Acting Commistsioner of
Internal Re‘yenua..

(Fied by the Office of the Fadonl Regizer an
Dacember 23, 1992, 8:45 a1, and padlished
T the iKfuc of the
Deccmaber 24, 1992, 57 F.R. 61353)

. ,'renmnaunn of Vac:me Tax '.

Announcement §3-11 - -

- Ihe Treasury Department bas not-

fied the Internal Revenue Service that
the vaccine excise tax has been: termi-
natedso!.lanuanrl 1993, pursuant
to section 4131(c) of the Igternal
Revenye Code. That section requires

' the tax to be terminared if there is &

positive projected balance in the Vac-
cine Injury Compensation Trast Pund

- as of December 31, 1992,

Consequently, thevana.ngmse
tax will not apply w sales of the

following vaccines on or after Janu-

xay 1, .1993:_DP1' vaceine, DT vao-
cine, MMR vaccine, and Polio vac-
cne. Beginuiog with the Ist quarter
of 1993, IRS Nos. 81, 82, 83, and 84
on Foom 720 (Rev. Ja.nuary 1993)
should ot be completed. If Congress

passes ' Iegislarion that relnstates the

< vaednemxmlssz dnannounc:nen:

oil] he issued

. Rulings

:sdyingonoraﬂamnezz‘

A th:-_h e
proceeds on A's life thet are peyable

. gions of
Treasury |are. attempting to fusther .

Federal Register for -

B0 Nondiscﬂmlnahon
s Obsolste Revenue

Propa
Regulatin

Anng mentss-lz

In light of legislarion, including the
Tax Re mA:tof1986.andﬂ1e
-promulgation of regulations under

. sections 1401(a)(d), 401(a)(5), 401(a)-

(1D, Wi, 410¢), and 414(s) of the
Internal. Ruenne Code (Code), the
e Service hag reviewed
various revenne rulings that are pube
lished in the Interpal Revenue Bulle-
tin. i announcemept issues,
_proposed form, 3 revenue ruling that
‘'would deelare obsokte 8 mmber of
tevenue
The gor ofﬁheSmandTms—
ury in pus g comprehensive regu-
latory g dame ugder vagious relared
statutory| nondiserimination provi-
siops go erning tax-gualified retire-
ment plans u 1o provide taxpayers
with ag inregrated framework for ap-
plying the nond:scnmnanon provi-
he Code. The Service and

ol 9

that goal by publishing this an-
nournceme tandrequesﬁngcommems
on the @ gpropcsedreve-
nue ruling obsoleting certain previ-
ously published guidanes. A previo
ly pubhs ed ruling thar §{s declared
obsolete i3 not concidered derermina-
tive with |respect 1o future transac-
ing may be declared obso-
e of changes in law or
o: because the substance
ded In regulatdons sub-

~eeae

Itz bem

has been fad
sequem.ly opted.

.COMMENTS

* The Setvice and Treaswy invite
comments oo the accompanying lists
of revenud rulings that are proposed
to be dedared obsolete. Comments
shouldbe bm!nedmwﬂung ref::-
encng pcement - 93-12,. sad
sh.ouldbe 235el 10—
Directar, Employee Plaas
Technical and Actuarial Division
Atteprion E:EP:P

Room 6468 ,
.- lnterna] Revenue Service
{111 Constitution Avenue, N.W.,

Washingion, D.C. 20224

In Ught qf the enactment of lesisla-
. ten, indud

ing the Tax Beform Act
of 1986, 3nd the promulgation of

71

ill .

Uge -

regulations under sections 401(a)(4), |
401(X(S),: 401(a)(A7), 401Q), .4100),, °
and 414(s) (nondiserimizarion fegula-

‘ tions), the Internal Revenme “Serviee

‘has reviewed vaﬁousrevenuemﬁw' '
‘that are pubh.shcd in the Inmall '
Revenue Bulletin. :
Thepurposeofthismuenﬂing
is to publish lists of revepug rolings
ha.vmgpnmappumm:hcm- '
loyeephasa:atha:,alﬂmug:not
peu.ﬁany reveked ' of su-pe:saied.,
arenoteomdereddetemmtwém
rspeauﬁturemmmbause
(1) the applicable standory “provisions
or regulations have beed! ehauged or
repealed; (2) the ruling. position-ls
spedﬁal.ly covered by statule or reg-
ularions; or('a’)mefaassetionhno
mstoraxemsdﬂden:m'

‘pertait application of the curenr stat- -

ute: Ascordingly, the rulings in the
two lists set forth below are’ decjared

.obselere as of the effective” date of

the pondiscriminarion :egulatlons
(Le., are not considered demnmnat:ve '
with, respect to transacnnns on ‘of
after that effective date).’

The rulings' listed in.the; ﬁrat Het
below 'are obsolete with respect to'all
qualified plaps. The rolings' f{sted 1

‘the gecond list ‘below are ol:solate

only with respect to qushﬁed plSns'
that are subject to section 410(b), 'as

amended by section 1112(a) of r.'he
Tax Reform Act of 1986.: The'rulings -
listed in the second list below contip-
ue o be considered dztermmauve )
with respeet to furure wanssctions {n
the case of, for examgle, a, govern-
mental plan (within the.meaning of
section '414(d)) or .a .church plan.
(within the meaning of section. 414(e))
with respect to which the clection

-provided by section 410(&) has mot

been made.
(1) The following rulings. are obsoleze:
Rev. Rul 56652  1956-2 CB 287.
Rev. Rul. 57-77 1957-1 CB 158
Rev. Rul, §7-587  1957-2 CB 260
Rev. Rul. 58-151  1958-1 CB 192
Rev. Rul, 58-604  1958-2 CB 147
Rev. Rul. $9-13  '195%-1 CB .83,
Rev. Rul, 60-337 . 1960-2 CB 151
Rev. Rul. 61-75 °  1961-1CB 140 ..
‘Rev. Rol 61-147° ' 1961-2CB 102 .
" Rev, Rul, 62-139  1962-2 CB 123 -
Rev, Rul’ 62-152 , 1962-2 CB'126'

. Rev.Rul. 62-206 1962-2CB 129 . -
Rev, Rul. 65-107 ' 1965-1 CB 173
Rev. Rul. 67-114  1967-1 CB. &5 |
Rev. Rul. 67-361 1961-2 cB 14s'~

1993-4 .l R.B.




1995, if the

' bolds the coﬁmudal aviation foel at
the first moment of October 1, 1995.
Fuel is bald by & person if the peron

has ttle o the foel (whether or not

,,dnhve:ywﬂmpasonmbaeamde)
such tme. as dewimined ~under

apphablelonallav. ‘

, §47.3-10T En:eymu w the Ocrcbzr
A 1995, Sloor stocks tzx (warcry) '

& ion for comrdd avia-

tion fuel Jor use as aq:pl:a Jor
‘vessels or afrcrafi. ‘The 'October 1,

" .7 1998, oo socks tax does Dot apply to .
27 commersial - aviation full' held ‘ex- -

clusively for nse is snpphs for vessels
of aircraft within ' the mesning " of
saction 4221(d)(3) In ' determining
whathar commercisl' aviatioh fuel is
held exclusively for'- such: use,  the
following rules. apply: -

¢)) Cameu:al aviation foel ig held -

© exelusively for mse ag-supplias for
vessels' of aimaﬂcn]ar:fd:epemn
thar holds the commarsial aviation facl
-at the first momenz of October 1, 1999,
amnymﬁeaﬁaﬁmfuelm:ha:
. eXempt use.

a)c@mammmxsm .

beld exclusively for use as supplies for
vessels. or 3direraflt i€ ar the first
moment of October 1, 1995, the com-
mereial aviardon fuel is held for resale
(including resale to a person that will
-use the aviation fuel as supplies far
vessels or aircraft). T!m.forexample.
commercial avxahonﬁmlheldby

‘fixed tmse opesator for sdle to

* aizline for use in foreign wade is mot

exempt fiom the October I, 1995, floar
 stocks tax: However, the alrline would
. be eligible w claim a.credit or payment
¢ ‘equal w the taX under.séction 6427.
- (b) Exxeprion for cervain cmounts of
+, Jusl={1} In gemercl. The Ocwber 1,
- 18935, floor stocks tax does niot apply to
commescial aviation fuel that 3 person
holds at the first momezx of October 1,
amomt of come
mercial aviation fuel held by dhar

"pasmumammmdaesmtexm.

2.000 gallons.

(2) Additlonal rules relasing to the
2,000 gallon exception—() Coordina-
rion with other exemprions. In deter.
-mining the aggregate amoust of com~
m::cia! aviation fugl held by a persen
at the first moment of October I, 1995,

" there Is to -be excluded the amount of
commercial gviadon fuel exempr frem
the October 1, 1995, floor stocks tax
' by reason of paragraph () of this

. 1998,
renzn | of the wx on Formd 720,

+ OFC TAX POLICY
- Ragqulerions

seetion relmmfwelheldfxu
exampt 1wse).

(i) A mmhsld:ub;«twma’
threshold excesded, The October 1. -

1995, fibor 'stocks tax spplies.toiall
amounts| of commuercisl aviadon fuel
beld by 3 person (apd not exempt from
tax ung th(a)of:hlsmcn)
if the aggresate amount of commercial

‘aviauon fuel beld by the person st the

of Ocwber 1,
exuaeds 2.000 gallons.

* (iif) Controlled groups. ‘A member
of a mﬂzdgou (a5 defined‘in
§473=21) bolds mare than 2,000 gal-
Ions of comm

.
o) s b2

the cogtrolled Eroup exeeals 2.000
gallons- .
(3) ple. mt’ollowingmmla Cad
mezulsufﬁnspamsnph‘ T
(b) ‘ o ! '
. Ezawplh n,audrm'mafm
same confolled group. O October 1, 1995, D
halds 2.00 of ) Mﬁfﬂi
shaws S00 gallont of eommerisl Ivimion
foel, and| # Lelds 500 pallons of commerelal
avisticl fue Neoge of the comimercial ayiatiag -
eld for = excmpt, use, Bessnwy G

ix pubject ™ the foor secks ox
mnsm:ea-uefsasmm:z
5.043). B iz lishle for tax of $64.50 (1500 .X
;ﬁ% thlnNsrarmufm (snoae

H?#— ir Requm wfzk ré:pea

8 o payment and return for the
October 1, 1993, floor mch' mx
{remporary).

9%) qmafmmomi
1
withou assmtormﬁaon‘or

’beﬁm: April 30, 1896.

1)) z!mg of returns—{1) Form 720.
Every terson lisble for the Octobes 1,
oor stocks tax must make 2

Qu lyI-'edmlEma‘raxlmm

‘ uiobeprepm&mdﬁled.
in accordanee 'with the I{nsmmctions
relating to the retumn.

(2) ime for filing=—) In. general.
Tha
®X1) b uns section must be filed ca
or befora Aprl 30, 1996, and is a
retum for the first calendar quarter of
1996. |A first remm reporing ' ody
Octobér 1, 1995, floor stocks tax is
alss g final retum and therefore, in

cordines

11

1g9s,

aviation fuel if the . -
aggregate amount. of all commercial:
avmonﬁmlhe!dbyaﬂmembeﬁof'

Hloor stocks tax is w be paid.

720munadbypamgrzph‘

with the instrucdoms 1o . §22-4537 (po: 2 toll-free call). -

p.5 ovr

' Farm 720, ﬂ:ebo: fo; "ﬁnn! :etm” "

most bé marked
(i) Remarn reporting alherm.t ¥ 3
ge:xonmnstﬂeonlyonefnmmt‘or
guarter, If 3 person is sequired ufider
gtdoofmwcbapmtoﬂemm
the first calendar ‘quarter of 1996
for other excise taxes on or before May *

'31, ‘1996, that person files' @ single |

Fommﬁorﬂmqusmoncrhe&zem
May 31, 1996. This pasagraph (b)(2)Q)
does pat extend the time for making
depo:atsozpamganymm'. e
Ma:garathﬁlnsrm:hudson, ",
: Cams;lamrof
Immd.kgvm

Appmed Novembe: 10, 1993

, Leslic SmnaI&, o

. Assistanr Secretary. of -.
| the Treasury.

, mubyuoﬁeumwumu

wl.lm.w
In e izue of tha F
. Nevegiber 39, 1993.58!-'.2.52525)

' Section 4131.—impositiva of Tax

T.0. 8487 | ,
DEPARTMENT OF THE TREASURY
Interai Reveous Service ‘
B CRPat 47 -

Vaec[ne Flour Stacks Tax of 1993

,AGENCY Internal Revme Service

G?-S), Treasory.
A.L'lmN 'rempoxaw mhmu

SUWARY' This - docuthent eonnias
temporary regulations ‘relating to the
floor stocks tax oun vaccipes: held on
Angust 10, 15993. These rules reflect
changes o 'the law made by, the
Omnibus Budget Reconciliifon Act of

' 1993 (A&). The temporary regnlations.

provide suidance felating ro the person
lidble for the 12X, an excepdon to the
%, and the time ﬁ:r repnmng and
paying the wx.

mcmra DATE: These
‘are effective August 10, 1993,

- FOR FURTHER INPORMATION

CONTACT: Edward Maddén (202)
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ngmund

Themaanm&emumﬂs
excice tax og vaccines wnder section
4131 of the. Internal Revenne. Code
(Code) effective Avgust. L1, 1993. The
vaccine 1ox is imposed oa DPT (diph-
theris, pertassis, fetamus) vacclne atthe
rate of 54.56 per dose, ‘DT (diphthega,
tatapus) vaceine at the rate of $0.06 per
dose. MMR (measles, mumps, rubells)
vaccipe at the mare of $4.44 per dosc,
apd polio vaccine at the rate .of $0.29
P dose.

'maActnlsampnsesaﬂnormcks
tax, whick does not appear in the Cods,
o these vaccines, The floot stocks tax
. is a'ope-time tax on taxable vaccites
thar were sold by the manufactorer,
prodoeer, of i on or before
* Augast 10, 1993, on which no tax was
imposcd by section 4131 of the Code,

andma:wahaldat:hélastmmt

of Auigust 10, 1593, For ‘sale or use.
'nxemaaofﬂoormeksumaqnnl
w the '1ax rates for soles by the

mnfam producer, or impmﬁr
Ezplmmon o promwm

Thbe regnlations provide dﬁmﬁens
rejating.to the floor, stocks tax, identify
the vaccmes subject 10 the floor stocks
ux.kst:heapphablemofm,md

identify the persons liable for the tax
(primarily doctors, public and private
bospitals and clinics, .dad- pub]ze beslth
-agescies).

The regulatiens also: prwxdé a de
minimis excepton to the floer stocks
tx. Under this exception, auy person
that holds vaeeines sabject 10 u:total
wX of $1,000: or less is not.required to
repost-or pay the tax. If the tax exdesds

$1.000, the full amomnt of tax must de -

reported and paid Vaccines held by
mombers of ecuiolied groups must be
agpreguted for purposes of the . de

. minimis exception. The de mimimir

exception is not by siawte,
but is being astablished for administra-
tive convenicnce 85 were the de min-
imis exceptions contained in the Floor

Swcks Tax provisions' of the Eavirows °

mental Tax Regulations (ses 26 CFR
52.4682-4). The $1,000 Uxeshold 'for
wx s consistent with the de.minimis
exemption requested by the Deparsment
of Health and Human Services, which
. administers the Vacsine In;uy Com-
peasation Trust Fued,
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' Acocordingly

OFC 'TAX POLICY

Theregulaﬂ pmvidethaumxm,

" on Form 720, Quarterly Fedc:atm

: mm S & WFGBHISI}"'
28, 1994, and that the ‘tax. 2iso, must be
pald by Febrpa 28, 1994. Persens.
'thalma!so d- 1o repore othsr

1993 must repo
andthcotbcr = eha:e:vnrhesams

Form 720. dudmfcnham
is February 23, 1994, even if retums
for the other axcise taxes are ordisarily -
due ac an earfia da:e.'rh.tsmledoes*

pot extend the xis fc:mahn.gdepoms

.or payments an.yexnsetax.

. 'n:m:e. mdonmmposeany

‘Fowever, the genenl recordkeeping
requirements gpplicable. to Form 720
apply. For exsmple, inveitoriss based

on acmal mepsurement, on a work-

forward or werik.back method, or any ' .
otha-mthodthataewmelyraﬂecc,

vaec;nes heid
Special Analyse:
.1t has bees

Treasury -decisfon is oot a significant
regulatory actpn as defined in Execu-

e acceptable.

tdve Order 12866. It also has been

determined that section 553(b) of the
Admmutmﬁve?romdmAct(S USC.
chapter S) and thg' Flex- .
ibility Act (S .S.C. chapter 6) do not
apply w these| regulations, and, there.
fore, 2 Regula Flexibility Analysis
is not . Pygsuant to ssction
7805(5) of the Inml Revenue Code,”
these tempomn :egulaﬁm wAll be
submitted to the. Chief Counse]l for
Advocacy of the, Small Buslness Ad-
mmon br comment on thex:
. impact on smll business.
Drafting Information

The principal author of these regula-
- tions. Is Edward Maddep, Office of
Asgisgzant Chief .Coussel (Passthroughs
and Special Iadustries). However, other .
personne] ‘fronl the IRS and  Treasury
Department - participated io their de-
velopment. | ‘

¥ e » *

Amendments i the Regadcn‘au}

ameuded as fo

Paragraph 1.
ac follows:

L ¥

12

(107 Sue 312).

S . S T—ﬂteservad]
determined that this | m“'“

26 CFR chapter I s *

Part 47 is added 1o read .
.. setliope

igio0s

PART 47—noor Stocks. 'J.‘axes
SUBPART A—-{Raen«aﬂ -

Sec”
47.1-1T" throngx 4—?.1-&‘1‘ [xesewed]

SUBPART B—Vacgine ﬂcor Smcks

Tax ar 1993
47, 2-1'1' Scope -of subpm B.

'(temporary).

472-2T Definitions . relaﬁng 0., the
wwmu(wmm
47.3-3T, Inposition of vaccine floot.
stocks wx (mporaty). - . .

472-AT D minimis exésption to vae-
cive floor stocks tax (terporary). -

| 472-ST Requirements with respect to .

psyment and retem (lemporary).
Alﬁhﬂﬁt}’: 26 U-S-C- 7805»' )

Section 47.2~5T also zssned under
seetion 13421(€) of the Omnibus.
Budget Reconciliation Ar.r. ot' 1993

.
g

§847.1-1T rmuga 4?.14:? ’
[Raened]

SUBPART: B—Vamne Flanr Smcks

"Tax -of 1993

547.2-)'1'5:9;4 qfsubm B "
(moml

" m mgulanms ia this snbpm B.

relate w0 the ‘vaccine floor stocks max
imposed by section 13421(c) of -the
Gmibmﬁudga:ke&ncﬁmnml\:tof
1993 (107 Stat .312). The tax' is -
‘on. uptaxed ‘vaccines held at
the last moment of Angust- 10, 1993, -

This -, describes 'the - specific
. articles subject  tix, the rates-of tax,
and the’ lisbls far tax, This

sobpart also praw.ds an exeeption to
the tax and requirements for payment
filing a return reporting the
las:.l?;hugéwbpaiseﬂecdveona&um ‘

§472-2T Dgi'mtmn: rzlafhg M the

vaccine ﬂaer s:oakr m@x (mrparnry}. .

(a) Tmmd in secrion $131. Pot‘
pwpcmcf&xsmbpmmtha:m ,
also ‘used in section 4131 have the
same meaning as whea $o uscd.

(b) Orher terms. For purpa.les of thzs
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‘Act refers’ to the Omnibus Budget

| ﬂ'm&hmmﬁlm (107 Sut.
- 312).

Camﬂed group means—

) Any conolled group of corpares
tions within the of section
1563(a), exceps, thay the ““more
thanOpa‘cent‘ i5 substinxted for the
phrase “‘at least 80 percent’” each place
it appears therein and a controlled
group of corporatiops inclndes mem-
bers that are described in ssetion
1563;&)62) (relating t0 excluded mem-

(i) Asy other group of organiza.
ﬂons.zthastonememberefwhehis
nol a corporadon, that is a brothens
sister group upder cammon ¢onte] or 8,

combined group under commog .con-:

erol, with werms having the followmg
meaninps for this puspose:

- 144 ozz 1772

(A) Organization mesus a gole pro~
. prietorship, 2 parmership, a wust, s

estate, of a corporation.

(B) Brosharestster group under com-
mon comtrol ‘meags Twe or more
organizations ife

{J) The same five or fewer persons
who are individgals, estates, or musts
own (direetdy and with the ppplication
of §1l.414(c)4 of this chapter) a con=
tolling interest of each arganizadon;

(2) Taking ino accomnt the owner-
shxpcfeachpemmon!ymmmt
that person's ownership is identical
with respect to each organizaton, such
persons are in effective control of each
erganizarion: and

(3) The five or fewer persons whose |

ownexship is considered for paposes of
the comtrolling imterest requirement for

each organization age the same persons |'

whose ownership is considered for
pwposes of the effective centrol
requiregent. - .
(C) Controlling interest weans—
() Iz the cose of 3 corporadon,

, owmarship of stock poasessing at least

50 percenr of the total combined voting
power of all classes of stock entitled to
vate or ar least 50 percent of the rotal
vilue ‘of the shares of all classes of
stock of the corporation;

(Z)mmecaseafamoresma.
‘ownarship of an actuardal interest (de-
termined under §1.52=1(f) of this chap-
m}ofazmsomor&emwr
estate;

(M In the case of 3.
ownership of ar least 50 parcent of the
profit interest or ecapiral interest of the
partnership: and

parmarship,

—
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ROl Ia&xeaseofasdcpmpdmr-‘
nhxp.
(D) Yip ‘ corsrol has the mean-~
t‘:lss give :ha: m ia 5152-1(5}(3) of

® gmsp undar: common

consrol the meaning given thar

term in | 152-!(3) of this chapter.
[ Imposition qf vaccing ﬂnor

' §47.2-
. Stocks 14 (wwmry).
(a) Vakelnes subject 1o tax. Segtion

13421(c) of the Act imposes a floor

stocks tix en aay taxsbls vaccine (as
defined in section 4132(3)(1) of the
Internal Revenue Code)—

) v hwassaldbymamnﬁc-
turer, producer, or:mpanezjun or

before Auguer’ 10, 1993;

(2) O which no =mx was mpcsad
nnde.r ----- 4131 (or on which such
" wmg

(3) Which is beld at the last moment
of August 10, 1993, byanypeuanfct
sa.(eor e,

) K
stocks G
the 12
41310)Q1) of the Code. . ,

(¢} Parson liable for rax. The person
Liahls fgr the floor stocks tx on any
vaccine subject to tax is the persozn thas
bkolds the vaccine at the last moment of
August | 0, 1993, For porpeses of the
floor stocks wx, a vaceine i$ held ar the
"‘ Bliedd quusus‘IOQ 1993,5)’&:
person hat has tide w the vaccine
(whethe; otm:dehvuywﬂsatpem
made) ar such time, w5
ate; d uader applicable Jocal law.
here i ne sxemptioa from the floor
stocks wx far the Umited Stares or for
State or] local governmants. Each busie
nass unft that has. of I5 mquired o
have, i own ewployer idendfication

afm:.'naenmcfﬂm
onaachraxablsvameis

for pupases of the floor stocks tax.

gwaership of the - solu_
. propaietofship

‘a "controllad * groug

e of tax specifled in section

number is weated a5 & separate person

p.? lﬁoos

ufﬁma‘ocksmxwablebya ‘
perzon excesds '$1,000, .that person is
mauired W report and pay Ge total

‘mmofuxasdetermudmﬂwm:‘

regard fo tis section.
* (3) - Controlled groups. A wmember af
(33 defised in

§472-2T) is not excepted from repost:
tng =nd paying floor stocks wx uader

' this section if the aggrepate amount of

floor srocks wx payuble by all mem-
basofmeconmned group exceeds

. $1,000

&}Eﬂn@!&e The following exam-
plesmumeihamlesofthzssemon.

Exomple 1. A bolds 50 doses of DFT vaceine
204 60 doses of pollo vascios oz the last

‘momans of Anguer 10, 1999, qtsmam&a

dnwmhumubyktwu
10 this section) doee not axsend

iy

,.cmxsnzﬂysdueofpnomm)'
. $243.40).

Mkz.n.ﬁ.md?mmhesafﬂle
On. dhe laxt moment of

Mwﬂ-p(l@x $0.29 per dose
pﬂowmu)).‘akhnbbtaauxaf
$425.60 (30 X '$4.56 per deie of DPT vacxite)
« {10 X $4.68 per dose of MMR vaczine) « (60
xwﬂpedmafpuho vaceine)): and R is -
Lishle for 2 tax of $89.40 (0 X $4.44 per dove
of MMR vaeins) + (10 X $0.0§ per doge of DT
vascine)). Because the nogregate amont of floar
sroeks tx : !

mmmadpnyﬂenu
socke mx,

M7.2-5T Reqmnmem with respect
&2 poyment and return (mamry)

. &) Faymmof:m- The foor stocks
@ax.is to be paid withour assessmeat or

‘mnce ot of befare Februaly 28, 1994

"(b) Filing of resurr—(1) Form 720.
Except a5 provided in §472-4T(a)

+' (relating 1o the de minimis exception).

$47.2-4T De mwi: exception 1o .
vaceine|floor stocks rex (remporsry). .

(ay De minimis exveprion—{1) . In
general] Exeipt as otherwise provided
in this section, if the ageregare amount
of floos| stocks tax payabls by a person
docs nat excead $1.000, that person is
ired 10 feport or pay the mx.

Q) All amounis held subjecr 1o 1ax if
threshold exceeded. If the aggregate

13

- The. Form 720
(®X(1) of this’ se:tiau must be filed on

every person liable for the. floor stocks
mx must make 2 retum of the tax on
Form 720. Quartesly Federal Exelse,
Tax Return. The retwa is w be pre-
pared ‘and filed In ‘accorddnce with the
matru:hnns relating vo the' T,

2) Tome Jor filing—<i) In ganeml
required by parageaph

or before February 28. 1994, and is a,
return for the fourth calendsr quarter of
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instructions to Foun 720, the box for February 28, 1994. This paragraph (b)- . A::lm of .
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Cii)Rewmreporﬁagazaerm.A miking d -er paying any excise
pmmmusr;ﬁlaomyona?om‘lznﬁw tax ‘

a quarter, If a person is reqolred gnder | Margaret Milner Richandson, | - November 22, 1993. 346 md.published
pat 40 of this chapter to file Form 720. - : Commissioner of - hum-duw,“' Beémﬁ Rt
for the fomrth calegdac quager of 1993 © . - Internal Revenue. ~ November 29. 1993. 58 P& §2525)

‘ mwmc&xummu

'
e @ w——

T

14




MAR 21 ’S4 @9:S9AM GWU CHPR P.1

Vvashit igton
1ty
WASHINGTON DC

' CENTER FOR HEALTH
POLICY RESEARCH

WR 21 RECT

FAX FROM:

Sara Rosenbaum
Voice: (202) 296-6922
Fax: (202) 785-0114

ro: Carl 'Q%C@”

FAX NUMBER: (Roz) 456- 237§ PAGES SENT:

MESSAGE:



AMQR 21 '94 19:80AM GWU CHPR ‘ ' P.2

March 21, 1954
MEMORANDUM

TO: Dr. Jo Boufford

FR; Sara Rosenbaum

RE: Vaccines for Children program issue; provider eligibility determinations

I think that we need a would like to schedule a meeting in the very near future to discuss
the possibility of an alternative eligibility determination process to physician-based
determinations in order to identify federally eligible children. Based on recent conversations
with several physicians, as well as persons involved with universal state programs, I am deeply
concerned that requiring doctors to collect child-specific eligibility data will depress physician
participation, confuse operations for current, successful universal programs, and deter other
states from establishing universal programs.

‘The purpose of the child-specific eligibility determination process is to ensure that the
100% federally-paid vaccines go only to "federally eligible" children (the mandatory children).
States supplementing the federal supplies with their own bulk purchases will have to be able to
identify which "pile" of vaccine children fall into. States not supplementing the federal vaccines
with supplies of their own for additional children also will have to be able to verify the number
of vials used. Currently as I understand it the plan is to have providers separate the children into
piles, but it is increasingly evident that providers hate the whole idea. In some universal states in
which providers now fully participate, office-based physicians are threatening to pull out

Since no verification of the provider's determination is required, having doctors make
the determination is hardly foolproof. An allocation to the federal program that is based on
reliable and audit-able state estimates of uninsured, Medicaid enrolled, Indian and FQHC/RHC
children makes far more sense. Under this system, physicians would have to submit no child-
specific claims unless they want to be paid a Medicaid administration fee.

To the best of my knowledge, we have assumed that we must use a physician-based
eligibility determination system both because of the way the new law is written and because of
the Medicaid "claims" rule (a claim has to be filed to get paid, and the free vaccine is tantamount
to a "claim"). Yet, the first issue (wWhat the new law actually requires in this regard) has not been
formally reviewed by OGC. With respect to the second issue, unless the doctor claims an
administration fee, there technically is no claim for payment (unless one treats the in-kind receipt
of vaccine to be payment). '

This is a potential killer issue with private physicians, just as the distribution financing
problem was a killer issue. The point of the program was in large part to reduce missed
opportunities to vaccinate by involving private physicians. It would be wrong to assume that we
‘have to accept a bad outcome without a formal review of the problem. Perhaps this question has
been put squarely to OGC already and has been resolved, but I am unaware of it, Therefore, if
no formal consideration has been given, I would like to schedule a meeting next week with PHS,
HCFA and OGC to discuss the problem and brainstorm about resolutions. I can have Millie
(my administrative assistant) set up the meeting but thought that you might want to do it.
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‘ March 16, 1994
TO: Carol Rasco -
FR: Sara Rcéenbaum
RE: Meeting with OMB re irﬁmunization initiative

Yesterday I sat in on a meeting between Nancy Ann Min and Ken Apfel and Jo Boufford
to go through a number of final issues for resolution regarding implementation of the Vaccine for
Children program. The issues for resolution revolve around the delivery system to be used for
the initiative -- what it will look like and how it will be paid for. It is absolutely essential that
any rema1mng issues be clanﬁed literally within days since the whole system needs to be up and
running by October 1. It is also essential in my opinion that we resolve everything we can
administratively, since gettmg amendments to clear up unresolved issues (if any) will be
impossible. ,

. ! .
This memo summarizes what was raised and where we stand.

1. Payment for vaccine delivery costs: As you will recall, 2 major issue has been who pays for
deliveries and where the money is to come from. The program prohibits the secretary from
charging either states or providers for delivery. The Secretary must use manufacturers in the
delivery system but is not limited to manufacturer contracts. Thus, if manufacturer contract
price ceilings are too low to provide for door-to-door delivery services (as negotiations up to
now mdxcate) then the Secretary must supplement the manufacturer contracts with added
delivery services (see dlSCUSSlIC}n below). HHS Office of Legal Counsel has concluded that the
delivery costs are indeed an integral part of the federal program cost of the new vaccine for
children program. Since the new program is an amendment to Medicaid, this means that
delivery costs effectively are part of the 100% FFP cost of the program. HCFA and PHS are in
agreement on this issue. =

However, because the legal ruling was reached after Ken prepared his Medicaid
assumptions for 1994 and 1995, the delivery costs are not reflected in the baseline. Part of the
purpose of yesterday's meetmg was to clear this mater up with OMB. Since the delivery costs
add only $30 million to the estimated cost of the program ($424 million), this does not appear to
be a major adjustment in the baseline to me, Nancy Ann indicated that the Director will have to
be briefed on the problem and asked for a ruling.

Without a favorable OMB ruling, we will need a legislative fix (either in the form of
increased appropriations (highly unlikely)) or a Medicaid amendment (also unlikely)). The HHS
ruling, if adopted by OMB , should not result in enough new Medicaid spending to significantly
change the baseline. So Iong as OMB permits the clarification of the assumption we have cured
the delivery financing problem. We will not need clarifying Medicaid amendments and we will
not need added discretionary appropriations to carry out the federal delivery services.

3 1

{
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HHS is to provide OMB with a legal opinion regarding the delivery costs as well as
backup documentation regarding its claim that manufacturers will not absorb door-to-door
delivery costs within their existing contracts (which currently cover only depot costs).

2. Delivery system; apporti?nment system for states claiming 100% FFP for delivery costs

" As T understand it, HHS will have manufacturers deliver vaccines to depots. States that
either now, or plan to, do their own deliveries, will do so any bill the feds at a 100% FFP rate.
Rules on billings and an apportionment system are to be set up. In states that choose not to
deliver, HHS will contract for delivery services to providers. The goal is to keep things simple
and cost effective. Apparently, as part of REGO, HHS is ta]king with GSA about using its
trucks and warehousing system to maintain and deliver vaccines. More details to come as part of
the HHS brleﬁng

OMB is very concemed about HHS' development of a cost apportionment system, in
order to get an accurate reading on the delivery costs and to segregate the federal costs from
costs that states would bear if they order additional vaccines through the new discount system, as
provided for under OBRA 93,

3. OMB request for briefiné

OMB wants a full briefing on the program for health staff as well as for Alice and the
Director. It is my understanding that HHS is going to prepare such a briefing. I don't think that
this should be consolidated with your briefing. It seems to me that the purposes are different and
that the briefinigs should be kept separate. I would want to sit in on the OMB briefing in order to
make sure that any follow-up} issues get dealt with as part of your meeting.

4, 1996 Immunization Goals

Nancy raised the issu¢ of the wisdom of using 1996 goals for childhood immunization as
well as Year 2000 goals. Itold her that I had not had a follow-up with you from the December
meeting. Bill Corr remembers that you signed off on using 1996 goals in early January prior the
issuance of the MMWR publication (attached). Since these goals are now public ( p.59) and
since you already signed off, I see no reason to revisit them.

Furthermore, it seems to me that this is an issue on which the PHS, not OMB, should
make the call. What is at stake here is a clinical judgement rather than a cost estimate or cost-
related program managementi decision. The 1996 goal is a "bully pulpit" clinical marker which
can be used to press for more aggressive efforts to immunize children. I would think that it is in
the President's's interest to press as hard as he can to immunize children.

1
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I have left my telephorie number for the next 4 days with Ros and Millie. See you next

week. Dinner was great fun last

mine) together.
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night. Ithink that we should get all the girls (yours, Diane's and
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and| ﬂlﬂ Childhood immunization initiative

n the United Statea, children are routinely vaccinated dgainst nine dissases—
diphtheria, Haemophilue influenzae type b (Hib), hepatitis B, meas!es, mumps, pars
tusgls, poliomyelitis (parslytic), rubslls, and tetanus (7). Based on public health
illance and opndamlolog!e assessment of most of thaso diseasss, the impact of
childhood vaccination on reported occurrance has besn substantis! (2,3 ): provisional
survelllance data for 1993 Indicate that for five of these digeases and for congenital
rubelta syndroms (CRS), the number of roported eaces le at or near the lowaeat lovela
ever, suggesting near interruption of transmission of these diseases. This report pre-
genits provisional data for Dacamber 1883 for these 10 diseases, compares provisional
d1 fot(' “:Il?s:i with final data for 1892, and describes the Childhcod Immunization in-
itiative {Cll) f
n Decembaer 1993, state hesith dapartments reported no cases of CRS, diphtheria,

or poliomyelitis, and fower then five cases each of massies and tetanus (Tabls 1. In -

addition, no cesss of indigenously acquired measles were reportaed that could not be
linked to chains of transmission from known Impartad cases during September—
Dacembaer, the longest suah pericd since eurvaillance began in 1812,

rovislonal data for 1983 indicate that the numbsrs of raported cases of CRS, dnph-
therls, measles, poliomyelitis, rubelie, and tetanus ware at or near tha lowest levels
evar (Tabla 1). Marked diffaromc warg obsarved In the age-apecifie incidence of inva-
sive H. influenzae dluau.‘ acuts hepstitis 8, mumps, snd pertusals; the number of
‘persons with reported cases for whom age was known was 1211, 11,633, 1618, and
6793, respectively. For Invesive M. influenzae diseass, preschool-aged (aged <6 years)
chiidren consﬁtuted 399 {33%) easn, for acute hapatlﬂs B, 142 (1%%); for mumps,

&N, ﬁnmm setotype Is m teutinely npomd to the Nationsl Notifiable Disensas Survailiancs

uu most he ﬁstluo a virus infections emang Infanta and children sged <& years are
mptometic { ugh more likely ta Bacome chronle), acute dissass aurvomaneo daos hot

refloct tha inoidence of this problem in this age group or the effectiveness of hapatitis B vac-
cination in infants. ‘

- US. mmm;of HEALTH AND HUMAN SERVICES / Public Health Servics

i

tad States, October 4
J i | | 4 -
Current Trends | M@Zop
Roportod Vaccine-Preventable Diteases — pe "7:’7
United States, 1993,
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Childhood immuonization Inttistive — Continued

275 (18%); and for pertussis, 3763 (65%). Of preschocl-aged children with pertussis,
2548 (88%) wero aged <1 year (4). ' )

Reported by: Natlonsl immunizetion Program, CDC.

Editoriai Note: The findings in this report indicate that the incidences of most vaccine-
preventable diseases durlng 1893 wsers st or near their lowest reported levals.
Howavar, dacrassas |n dissase burden and mortality can be sustained only by achiev-
ing and maintaining high vaccination lavels among children aged 0-2 years. For
example, although the in¢cidence of measles was low during 1981-1988, during 1888~
1691, a resurgence of measles—attributed primerily to a fsilure to vaceinate
preschool-aged children on timse (i.e., early during the second ysar of life) (5)—
accounted for an estimated 55,000 measles casas, 11,000 hospitslizations, snd
130 deaths (CDC, unpublished data, 1993).

The national response to the resurgence of measles has improved vaccination cov-
erage among children aged 0-2 years. However, because no system has been fully
establigshed to ensure that all children complete the recommended series of 11-
16 doses of vaccine by thelr second birthday, vaccination covarage remeins unaccept-
ably iow in many areas of the United States (7,6 ). In 1993, the President Initiatad Cll, o
more comprehensive national response to undervaccination. The goals of Cll are to
1) eliminata indigenous casas of gix vaccine-preventabls diseases (l.e., diphtheris, Hib
diseass [among children aged <b yesrs], measles, pollomyslitis, ruballs, and tetanus

TABLE 1. Number of reportsd cases of diseazes preventable by routine childhood
vaccinstion = United States, Decamber 1993 and 1692-1933°¢

No. cases among children

il __ Total cases aged <5 ysars!

Dlsosse 1603 1982 1993 —_— 1992 1893
Congenital rubella

syndrome (CRS) 0 9 7 9 st
Diphthoris (-] 3 -] 1 0
Haermophlilus

Influsnzee 136 1412 1284 582 399
Hepatitis B** 1330 16,128 12,396 216 142
Measies 4 2231 281 1,116 104
Mumps 187 2486 1,840 384 276
Pertuasis o700 3838 8338 .26 3083
Poﬁomya“l,l,tgn. . V

[{ } - - - — ——

Rgguﬂ'r 11 157 195 24 38
Totanue . & (7} 43 1] 1

, L
*Dgta for 1992 are final and for 1693, provisional.
TFor 1982 and 1893, sge data wers svailsble for 80% or more casas, except for 1992 age
data for mumps and rubslia, which ware avallabls for 84% and 84% of cases, respactively.
$Ago reported for five of seven persons with CRS through Dacembar 31, 1893. .
Yinvesive disease; H. Influenzes serotyps Is not routinely reportad to the National Notifiable
Diseases Survaillance System.
P& Becouse most hopstitls B virus (nfections among Infants and childrsn agsd <b ysars ars
asymptomatic (sithough likely to become chronic), acute diaeasa surveillance does not
reflect tha Incidence of this prablam in this age group ot the effsctivenass of hapatitia B vae-
eination In Infonts, ’
tTFour casas of suspectad poliomysiitls were reported In 1883; four of the flve suspecied
cases with onset in 1892 wers confirmed, and the confirmed cases ware vaccine-associated.
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ABLE 2. Vaccination coverage levels targeted by the objectives for the Childhood
mmunization [nitlative, by vaecine and year® — United States

S o R Py

Vaccine 1992 Baseline® 1994 1996 1896
Diphtharia and tetanus toxnlds

and pertussis (3-4 dosas) 83% 85% 87% 80%

~ Poliomyelitis (2 doses) 72% 75% 85% 90%

Moaslas-mumps-rubolla (1 dose) 83% - 8B6% 90% 80%
Haemophilug influenzse

type b (34 doses) — 76% 86% 80%
Hepathis B (3 doses) — 30% 50% 70%!$

¢Basoline data for 1993 are not yet aval!abla.- ‘
iaan!tno data from 1882 National Health Interview Survey ().
The goal is for 0% vaccination coverage by 1998.

iamong children aged <15 years] by 1996%; 2) increase vaccination coverage levels to
t least 90% among 2-year-old children by 1988 for each of the vaccinations recom-
nended routinely for chiidren {for hapatitis B, the objective Is sot for 1988) {Table 2);
{;:l 3) establish a vaccination-delivery eystam that malntains and further Improves
Igh coverags levels.

Cil comprises gix broad areas of activity that constitute the framework for meeting
@ nation’s goals for 1996 and bayond:

Improve quslity and quantity of vaccination-dellvery services. State and locai
health agoncies will use new feders! resources to hire personnal, extend clinic
hours, and encourage hesith-cara providers ta use all health-care contacts to ad-
minister needad vaccines and reduce obstacles parents encounter in obtalning
vaccinations for children {7 ]. Computerlzsd state vaccination information systems
are being daveloped to remind parents when vaccinations are due and to assist
health-care providers In detarmining tha vaccinstion nseds of patients.

¢ [ncrease community participstion and educstion. A long-term, national outreach
campaign wlill be (nitiated In April 1934 to improve parent awareneas of the noed
for timely childhood vesccination and to prompt health-care providers to use all
health-cara contacts to sdminister needad vaccines to childran. At the national
lavel, elaments of this campaign will include widespread distribution of radio, tele-
vision, and print public service snnouncemants; dissemination of a national theme
and csll to action; and other activities designed to unify efforts throughout the
country. At the state and community levels, the campaign will includé e gress roots
organizing effort to unite ali sectors of the community (e.g. public and private
health-care providara, business groups, community lesders, minority groups, vel-
untary and service organizations, religlous institutions, and medla affiliates).

¢+ Reducs vaccine cost for parents. To reduce vaccine cost as a barrier to vaccination,
the U.8. Department of Health and Human Services will Initiate the Vaccines for
Children program on October 1, 1894, This program will purchase vaccines from
manufacturora and provide them at no cost to participating publie and private
health-cars providers for use in children sged 0-18 years who are eligible for Medi-
cald, arg without health insurance, or are Americen Indlan. Children with health
ingurance who sare served by federally qualified heaith centers also will ba able 10

iObjoctives to reduce cases of mumps, partussis, and hepstitis B will be sat during 18384
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recsive free vaceine If their insurance does not cover vaccination. State vaccination
programs will be parmittad to purchase additional vaccines at reduced federal con-
tract prices. | |

» Improve surveliiance for coverage and disease. An improved system for measuring
vaccination coverage &t the national, state, and (ocsi lavals among Infants and
young children is being established to identify undervaccinated pspulations end to
monitor progress In achieving coverage goasls. Clinlc or office-based assassmants
are being completed to asslst health-care providers in increasing coverage among
the populations they serve. Survalilance for vacclne-preventebla diseases will be
intansified by investigsting each ¢case of disease targeted for elimination to deter-
mine how that cass might have been prevented and snable initiation of aggrassive
control measures when cases are detected. '

k Form and strengthen partnerships. Many federal agencles provide vaccinations to

children, relmburse for vaccination services, or have accsss—through education,
food, housing, or other assistance—=tc populations at high risk for undervacsine-
tion. Simllarly, many private providers and organizations vaccinate childrea or
otherwise serve or advocate for ehildran. Coordination of thass efforts will be
strengthened and new partnerships formed to concentrate the efforts of these

providare and organizations on improving the vaccinstion of children.

» Improve vaccines. Emphasis will be placed on the development and licensure of
new and safor or more effective vaccines. Exizting vacoination sehedules will be
simplifled, and developmant of combination vaceines wlll be promaoted,

To track progrese toward achleving the goals of Cll, CDC’s National Immunization
Program ls inltiating In thls issue of MMWR monthly publication of a table that sum-
marlzes the number of cases of ail dissages preventsble by routine chlldhood
vaccination reported during the previous month and ysar-to-date (provisional data)
(Table 1). In addition, the table compares provisionai data with final data for the pre-
vious yasr and highlights the number of reported cases among children aged
<B yaars—who sro the primary focus of Cil. Data in the table are derived from CDC's
National Notifiable Diseases Surveillance System.
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THE WHITE HOUSE
WASHINGTON
March 14, 1994

MEMORANDUM FOR KEVIN THURM

FROM: Carol H. Rascoqg*‘bm

SUBJECT: Immunization Meeting

With the Vaccines for Children Program scheduled to go into
effect in about 6 months, I would like to schedule a meeting at
the White House to review the status of the following issues:

. the vaccine purchase contracts with the manufacturers
. the provider delivery system the Secretary will be using
. instructions to state Medicaid agencies regarding

provider outreach and enrollment, state obligations
with respect to ordering vaccines for participating
providers, and conditions under which FFP is available
for these activities as part of states’ overall EPSDT

program
. eligibility standards for children
«  instructions to state health agencies and other

agencies regarding supplemental vaccine purchasing

. special outreaéh efforts aimed at uninsured,
underinsured and Indian children

. special outreach efforts aimed at enrolling providers
. any other matters related to the implementation of the
program : :

As I understand it, CDC now has lead responsibility for this ‘
program; if at all possible, I would like to have personnel from
Atlanta at the meeting along with other appropriate senior PHS
staff. I also think that because HCFA in many ways will continue
to play a pivotal role, senior staff from that agency also should
be present.

I particularly want to know if any problems in implementation
have come up, what they are, and how they are being resolved.

I have asked Rosalyn Miller in my office to expect a call from
you so that mutually agreeable dates can be explored. If HHS
wishes to prepare background briefing materials, I would welcome
them.
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patients,which saw a fourfold increase in hospital admissions
from 1983 (130,000) to 1991 (570,000).

The March 11 issue of Morbidity and Mortality Weekly (MMWR) will
contain two articles on AIDS. One of the articles, "Impact of
the Expanded AIDS Surveillance Definition for Adolescents and
Adults con Case Reporting,"” will show a large increase in AIDS
cases, largely because the definition for reporting has changed.
The second article, "Heterosexually Acquired AIDS," has new
numbers, but they are not remarkably different from previous
studies.

The March 18 issue of MMWR may contain three articles that are
potentially newsworthy. The first, "Health Risk Behaviors Among
Persons Aged 12-21 Years," indicates that one-quarter or more of
all children ages 12-13 engage in several health risk behaviors.
These behaviors include drinking alcohol, using tobacco, failing
to use a seat belt, and physical fighting. The second two
articles analyze illness outbreaks in July 1993 attributed to
food poisoning. One article links an outbreak at two Virginia
day-care centers to rice that was stored at room temperature.
The other covers the E-coli scare in California ground beef. The
bacteria is rarely isolated from the implicated meat, and the
authors urge caution with home-cocked hamburgers.

On March 14, the second meeting of the NIH Human Embryo Research
Panel will take place in Bethesda. With the enactment of the NIH
Revitalization Act of 1993, research involving human embryos may
now be awarded Federal funding. Before any.funding is awarded,
this panel will provide recommendations on acceptable and
unacceptable uses for human embryo research. For those
recommended uses, the panel will draft gquidelines for the
Advisory Committee to the NIH Director. The recommendations and
guidelines are not due until June or July, but the first meeting
attracted reporters from NBC News, JAMA, and the Medical News
Network.

The Surgeon General taped an interview with Jesse Jackson for his
CNN show, "Both Sides with Jesse Jackson." It may air March 12.
She will not be one of the live roundtable participants; her
remarks will only be used as an introduction for a show he is
doing on smoking.

The March 16 JAMA contains an article, written by Elizabeth R.
Zell of CDC's National Immunization Program, on low vaccination
levels for preschool and school-age children in the United States
during 1991 and 1992. According to the study, which targeted
urban areas, only 44 percent (median) of children were fully
vaccinated by their second birthday. This level is far below the
Public Health Service's goal of 90 percent immunization for two
year-olds by the year 1996. The percentage of fully vaccinated
children by age of school entry was 87 percent (median). 1In

4



other studies referenced in the article, it is clear that
immunization rates in large urban areas are lower than those in
more rural areas.

That edition of JAMA will also contain an article on
infectious disease outbreaks among competitive athletes. The
article, written by Dr. Richard Goodman of CDC's Epidemiology
Program Office, underscores the need to better characterize the
occurrence of these problems.

WEEK IN REVIEW

HCFA announced that it will not renew its contract with Blue
Cross and Blue Shield of Michigan (BC/BS) for the administration
of the Medicare program in Michigan. A Justice Department
investigation is examining the performance of Michigan BC/BS in
the auditing of cost reports submitted by hospitals and other
providers. HCFA has taken the non-renewal action because the
Medicare program in Michigan needs stronger management of payment
safequards and internal controls as well as better service for
beneficiaries and health care providers.

The administration of both Parts A and B of the Medicare
program in Michigan will be assumed by Health Care Service .
Corporation (HCSC) of Illinois. HCSC's outstanding performance
record gives us confidence that it has the experience and
resources to efficiently administer the program in Michigan.

HCFA will require the new contractor to base its Michigan
operations in the Detroit areas and offer positions to all non-.
managerial staff of Michigan BC/BS except in the Audit area.
Since approximately 70 percent of Michigan BC/BS employees are
represented by the United Auto Workers, continuation of the union
relationship with the new contractor is a primary consideration.
The movement of workload will be accomplished by the end of the
year after a planned transition period to ensure that services to
Medicare beneficiaries and providers will continue without
disruption.

On Tuesday, March 8, HHS submitted its recommendations to OMB
regarding requests from midwestern states for additional federal
flood relief funding. Last October, HHS released $65 million of
a $75 million emergency flood relief fund after reviewing state
requests. HHS has now completed its review for state requests
for the remaining funds and has submitted a recommendation for
release of approximately $6.5 million to address domestic
violence, well water sampling, sealing of abandoned wells, and
other relief activities.
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TO: Rosalyn A. Miller p0
FROM: carol H. Rasco p lq»’( d
Economic and Domestic Policy & |

SUBJECT: RE: Immunization Briefing E gf

We need to talk early tomorrow about that week. I of course had
originally thought I had asked that whole week be blocked when we
wrote that M~M would be gone but I wouldn’t think of changing the
Heuman meeting after all the trouble in setting it so I have done
some work to rearrange some personal plans. We do need to talk
about possibility of dental appt. early in week as Dr. Petersen’s
office will be calling you...we can then lock and see if anyone
wants to do this immunization meeting another time.
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MEMORANDUM FOR KEVIN THURM

FROM: Carol H. RascoQé*“N

SUBJECT: Immunization Meeting

With the Vaccines for Children Program scheduled to go into
effect in about 6 months, I would like to schedule a meeting at
the White House to review the status of the following issues:

. the vaccine purchase contracts with the manufacturers
. the provider delivery system the Secretary will be using
. instructions to state Medicaid agencies regarding

provider outreach and enrollment, state obligations
with respect to ordering vaccines for participating
providers, and conditions under which FFP is available
for these activities as part of states’ overall EPSDT

program
. eligibility standards for children
. instructions'to state health agencies and other

agencies regarding supplemental vaccine purchasing

. special outreach efforts aimed at uninsured,
underlnsured and .Indian children

. spec1al cutreach efforts aimed at enrolling providers
. any other matters related to the implementation of the
program Ve

As I understand"it, CDC .now has lead responsibility for this
program; if at all possible, .I would like to have personnel from
Atlanta at the meeting along with other appropriate senior PHS
staff. I also think that because HCFA in many ways will continue

to play a pivotal role, senior staff from that agency also should
be present. '

I particularly want to know if any problems in implementation
have come up, what they are, and how they are being resolved.

I have asked Rosalyn Miller in my office to expect a call from
you so that mutually agreeable dates can be explored. If HHS

wishes to prepare background brleflng materials, I would welcome
them. v



THE WHITE HOUSE

WASHINGTON

March 31, 1994

MEMORANDUM FOR JUDY SPANGLER

FROM: Rosalyn Milleé (x62216)

SUBJECT: Calligraphy'Request

As discussed, these are the names for which I will need tent
cards before 10:00 a.m. tomorrow:

Kevin Thurm

Jo Ivey Boufford
William Corr
David Satcher
Walter Ornstein
Richard Leach
Sally R. Richardson
- Jerry Klepner
Nancy-Ann Min
Keith Mason
Jennifer Klein
Sheryl Dicker
Wendy Nishikawa

Health Care Financing Administration
Center for Disease Control

Office of Intergovernmental Affairs
Office of Cabinet Affairs

Office of Public Liaison



