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Op ening Comments/Disclosures
Doctor John Modlin, Chair of the Advisory Committee for Immunization Practices
(A.C.I.LP.),



convened the meeting at 8:30 a.m. He asked the members, in introducing

themselves, to provide any statements of financial conflict of inte rest. With such a
statement, they may still participate in all discussions, but may not vote on any issue
related to that conflict, nor may they introduce or second resolutions pertaining to

the Vaccines for Children ( V.F.C.) program.

Attendance

The membe rs, liaisons, ex -officio representatives, agency and support staff, and
interested members of the public in attendance are listed in the preceding pages.
Those reporting potential conflicts were:

A Doctor Rennels: conducted vaccine trials with Wyeth, Lederle , Merck, Glaxo
Smith -Kline and Aventis Pasteur.

A Doctor Paul Offit: is co -holder of a patent on a bovine -reassortant rotavirus
rotavirus vaccine and consults on its development with Merck & Company.

A Doctor Myron Levin: conducts research with Merck and with Glaxo Smith -Kline.

A Doctor Richard Clover: Potential conflicts of interest with Wyeth Lederle, Glaxo

Smith -Kline, Merck, Pfizer and Bayer.

Committee Business
Executive Secretary & Report.  Doctor Snider made several announcements
A He welcomed severalnew  A.C.I.P. members:
0 Member Robert B. Belshe, M.D., Saint Louis University Health Sciences
Center
0 Member Guthrie S. Birkhead, M.D., M.P.H., New York State Department of
Health
0 Member Celine I. Hanson, M.D., Texas Department of Health
0 Member John B. Salamone, Na tional Italian American Foundation (NIAF)
o Liaison David A. Neumann, Ph.D., National Coalition for Adult
Immunization

A He reported a review of the A.C.I.P. policies/procedures by the Office of
Government Ethics, D.H.H.S. and C.D.C. staff, and resulting plann  ed changes to
the conflict of interest waiver letters that are issued for members on occasion.

A The A.C.ILP. addresses are www:// C.D.C..gov/ A.C.I.P. ;e -mail:

A.C.I.LP. @C.D.C. .gov
A Thenext A.C.I.LP. meetings will be on June 19  -20 and October 16 -17 at the

Marr iott Century Center Hotel in Atlanta, Georgia.

A He urged the members to maintain the necessary meeting quorum of eight
members.

A The charter authorizes the Executive Secretary or designee to temporarily
designate exofficio representatives to vote, when less than eight appointed
members are qualified to vote due to the lack of a quorum of members without
financial conflict of interest. The ex-officio representatives are requested to vote
and to disclose any potential conflicts ofinterest.

Chair & Report . Doctor Modlin also welcomed the new members and drew the

members dattention to the updates and informational pieces in the meeting books:

the published A.C.I.P. General Recommendations , updates on the anthrax vaccine

and pneumococcal conjugate vaccine shortag es. He requested that comments on a
distributed draft statement to change the rabies recommendation be sent to Doctor
Charles Rupprecht by March 1.

Yellow Fever Vaccine



Doctor Clover introduced the draft statement on yellow fever developed by the
Yellow F ever Workgroup, which was a subset of the Adult Immunizations Workgroup.
He summarized several of the changes, which included a name title change related
to the adverse effects of vaccination; incidence rates; and revision of the statement
about testing af ter vaccination in some populations, especially among pregnant
women, and the rationale for that revision.

Doctor Marty Cetron thanked  Doctor Tony Marfin and his colleagues at Fort Collins

and the working group who assisted development of this document. | n its work on
multi system organ failure, the end stage of yellow fever disease, the Yellow Fever

Workgroup concluded that yellow fever represents clinical spectrum of disease. Some

more moderate manifestations have only specific organ involvement (especia Ily liver
and kidney), which can allow recovery.

Outcome definition.  The outcome of interest was named in this document as Yellow

Fever Vaccine -associated Viscerotropic Disease. Yellow fever virus can be a

viscerotropic disease (wild  -type or the more mode  rate manifestation) or a

neurotropic one (with identified effects include postvaccinial encephalitis). The

largest clinical trial (Monath et al) to date of yellow fever vaccine compared the

yellow fever YF -Vax7 vaccine with the United Kingdom & Arilvax. 7 Active monitoring
for adverse effects was done up to 30 days postvaccination. The frequency of elicited

adverse events was higher than those passively reported to V.A.E.R.S. , with about
15 percent in both groups reporting fever. But 3 -4 percent of recipien ts also had mild
asymptomatic elevated liver enzymes which returned to normal levels by day 30.

While the study was too small to detect rare events, it was significant to note that

the occurrence of transaminase events suggested some replication among the

vaccinees.

Incidence. To crudely estimate yellow fever incidence in areas of at best passive or

non - existent surveillance, the workgroup used reports of distributed yellow fever

vaccine doses. There were no data on the completeness of utilization of all t he lots
distributed ( for example, some vaccinees in the Brazilian vaccination campaigns
received multiple doses and others received none). To date, this syndrome has been

seen only in primary vaccinees, not in those with previous immunity or secondary

boos ters. The normal viremia also seen to 7 days post -vaccination is also absent in
people receiving a booster dose. Since it is suspected that the pathogenesis of the

viremia is the vaccine strain, followed by viral replication and target organ damage,

it was not surprising that previously vaccinated persons would not have the viremia

or target organ damage. While the incidence rate is unknown, the theory that the

frequency is not high and could be quite rare was supported by Canada & review of
its V.A.LE.R.S. equivalent data. Martin et al & V.AEE.R.S. datareview( E.ILD.,
December 2001) indicated about 1.5 million doses distributed by manufacturers in

the United States to primary vaccine recipients from 1995 -98. That resulted in 2.5
cases per million doses, mos t of which were delivered in single dose vials. Brazilian
campaign reports reflect two published cases out of about 23 million doses, although
other suspect cases were also reported. Those data produce a crude estimated

incidence of .09 cases/million doses , and therefore an overall incidence range from
0.9-2.5.

Vaccine use in pregnancy and among those with altered immune states produces a
diminished response. The use of a neutralizing antibody test to assess the take in

those populations in the U.S. is des irable, but the assay is limited in availability (at
C.D.C. and 1 -2 academic settings).



Therefore, the statement recommends consultation with C.D.C. and the Ft. Collins
laboratory staff to determine the timing and ability to do that test prior to the
perso n& travel departure.

Basically, the recommendation makes no change to the 1993 statement on the

vaccine & indications: persons traveling or expatriates living in areas were yellow

fever virus transmission is endemic or epidemic should be vaccinated, wit h the
recognition that rare viscerotropic events can occur. The vaccine is underutilized by
persons going to such areas, so a few cases have been imported by Americans

traveling to the underdeveloped world. The statement urges that the vaccine be used
by t hose at risk rather than over - or under -utilizing it.

Discussion included:

A Are there data on immunogenicity in pregnant women from the second and third
trimester? These data are from developing country settings and are confounded
by malnutrition, an impor  tant point. The proportion of women immunized during

pregnancy with a positive response was lower than the 90 -95 percent reasonably
expected. Of the 81  pregnant women immunized and followed, one had a
congenital anomaly that could have been a vaccine -type virus, but they were not

linked. This is a small data set.

A Were there any data on the concomitant use of malaria prophylaxes such as
methloquin? Not that specifically, but there was no significant interference to
protection from similar preventive prophyla  xis of chloroquin.

A Are there data on take in symptomatic - versus asymptomatic HIV patients, and
what theRole is of viral load, CD -4, prescribed heart medication, etc.? It may be
worth considering that a patient under the care of an HIV -experience physician
with suppressed viral load and an adequate count, could be sufficiently
immunocompetentto  respond to the vaccine.  That was discussed in the recent
literature, which proposed an arbitrary CD -4 count of 200 as the cut point and
advised caution for lower ¢ ounts, but the data are insufficient to clearly define
such a point. Data on symptomatic versus asymptomatic patients indicated a
safety profile for both manifestations, but the study & inability to cite a specific
reference for that prevented making that statement in this  document.

A How was the use of 10 milligrams of prednisone arrived at, rather than 20
milligrams cited in other documents? Two milligrams per kilo, to a maximum of
20 milligrams, was  derived in the past based on some data indicating the pos sible
suppression of delayed  immune response, but the data were soft and arbitrary.
Consistency is preferable, but with the presence of recognized although rare
complications in presumably normal hosts, even the possibility of increased risk
among the immu  nocompromised must be considered.

A The rationale to not vaccinate those aged <4 months of age is provided, but
there are no data to help the physician judge the risk of giving it to children aged
4-9 months. The variability of settings of the vaccine studie s presented a
challenge to that determination. Six-month -old children are safely immunized in
the Amazon. But in the early trials of the 1940s, the post  -vaccinial encephalitis or
neurotropic profile occurred most frequently in those aged <6 months, and som e
cases occurred in those aged 4 -9 months. The attack  rate can be up to 30
percent in an outbreak area, and the risks are quite variable; outbreaks can be
seasonal or sporadic and areas can be endemic and epizootic. Optimally, the
vaccine should not be giv en at <9 months, but babies have been safely
vaccinated at age 4 -9 months in endemic areas in Africa and South America.

A Before the phrase A17 B vaccine strain, insert fiTo concentrated preparations
of... 0. ( Doctor Decker, of Aventis Pasteur, referencing the page 4, line 115



indication for lab personnel). Agreed; primary contact with vaccine strain virus
was the intended focus, not remote secondary contact.

A Add festimates prevented previously, but actual incidence is likely to be higher 0
to the line 315 (rang e of reported frequency of 0.09 -2.5/1 million doses). This is
based on V.A.E.R.S. passive surveillance, which involves under -reporting, as
shown in rotavirus and intussusception. Doctor Chen reported that the
Workgroup is developing an estimate of how much higher that should be. For the
moment the term  fhigher 0 will be sufficient; there is no need to quantify the
current  imprecision, in view of the variability in reporting efficiency.

A Add text to the document regarding: 1) research gaps; 2) simultaneous
vaccination with other vaccinees such as methloquin;

A The international health regulations requiring boosters every ten years are
developed by the WHO and are adopted by countries either in whole or in part.
Revisions are infrequent. The recommendation for a ten -year booster focuses
more on the needs of  developing nations than on the U.S. experience.

A The need for a special yellow fever vaccination certification stems from large
outbreaks that occurred during resettlement in colonization to avoid importation
into the home country. With urbanization occurring in such areas as Latin
America, it was left in place, and Asian countries will not admit people without
that certification.

A The disease is clearly systemic in all cases, but multiple organ failure occurs in
key, but not all, cases. Studies suggesting that the vaccine virus is viscerotropic
are compelling but not proven in other cases in the U.S. due to lack of samples
for analysis. Why not call this Avaccine -associated yellow fever (viscero - and
neurotropic)? Thiswas discussed. The term fiassociation 0 was chosen to indicate
causality, but also suggests that this is not yet proven. While the fiviscero 0
indicates the vaccine caused it, something certain in the Brazilian cases, that is
only one possibility in the U.S. cases. A simple term is needed now, but as more
cases are identified, more definition will be possible. Doctor Midthun suggested
calling it, therefore, fivaccine -associated organ system disease.

Doctor Clover summarized the suggested changes: 1) line 93-95, change the
prednisone dose to 20 mg; 2) line 115: insert ficoncentrated preparations of 0 before
17 -D vaccine; 3) line 315: add fiHowever the true incidence may be higher 0; 4) add

a paragraph on the research gaps.

Doctor Zimmerman moved to adopt the a mended statement ,and Doctor Levin
seconded the motion.

Conflicts: Aventis Pasteur

Vote:

In favor: Smith, Zimmerman, Tompkins, Salamone, Deseda, Brooks, Offit, Levin,
Birkhead, Word, Modlin

Opposed: None

Abstained: Rennels

The vote passed.

Informational Update/Anthrax Recommendation

N.A.S. Meeting. Doctor Charles Helms summarized some of the activity to address

the use of anthrax vaccine, since the A.C.I1.LP. & last recommendations were

forwarded to C.D.C. Director Doctor Koplan. A December 2001 meeting wa s held at
the National Academy of Sciences to discuss optimizing the post -exposure
prophylaxis (P .E.P.) administration and to assess the sufficiency of the initial



recommendation. The precipitating event for this review was the response to the
contaminatio n of the Hart Senate office building, which produced higher -than -
expected spore concentrations.

Specifically at question, in view of the high spore inoculum, was the adequacy of the

60 -day antibiotic P.E.P. recommendation, versus a protocol coupling that with
anthrax immunization and a longer treatment period. Scientific papers were
presented, much of which had been reviewed by the A.C.I.LP. during its initial
recommendation and advisories to Doctor Koplan in late 2001. Since then,

epidemiologic investigat  ions suggested that the anthrax exposures may have been

higher than those used in animal model studies, prompting question of the

prophylaxis protocol. In addition, a study of 9000 persons with suspected anthrax

exposure who were on the 30 -day P.E.P. revea led a wide range of protocol
compliance. And finally, more anthrax vaccine (AVA) was licensed and therefore

available for civilian use, but the AVA was not licensed for post -exposure prevention
of anthrax.

The A.C.I.LP. endorsed the use of the drug as an I.N.D. among exposed persons, to
the concurrence of the Johns Hopkins Center for Civilian Biodefense Defense
Strategies. However, the states were less enthused, due to the controversy over

determining who was at greatest risk, whether the vaccine was necess ary, and the
opinion that those outside the Hart setting were unlikely to take the vaccine. The
anthrax vaccine was released as an I.N.D. , coupled with a 30 -day antibiotic P.E.P.

Media accounts indicate low demand for the vaccine.

C.D.C. Activity. Doctor David Ashford, D.V.M., M.P.H., D.S.c., of the Meningitis and
Special Pathogens Branch of  C.D.C. & National Center for Infectious Diseases,

updated the committee on the details of C.D.C. responsetothe b.anthracis attack,
use of vaccine in  P.E.P., and new information pertaining to the original

recommendations. He thanked Doctor Helms for his work over two years on the

anthrax recommendations and regretted his departure from the Workgroup on

Bioterrorism Awareness.

The A.C.I.LP. had discussed anthrax vaccin e on several occasions: October 1999
(discussed anthrax and vaccination recommendations); February 2000 (reviewed the
science regarding vaccination and P.E.P.); and June 2000 (issued recommendation of
vaccine useas an I.N.D. ).

Doctor Ashford outlined th e initial case in Florida of inhalational anthrax. The patient
died and the inhalational infection was confirmed by autopsy on October 6. On

October 12, a cutaneous case in New York City led to investigation and discovery of
other cases in New Jersey, Wash  ington, D.C., and Connecticut by November 20. The
final inhalational of November 14 was never identified for delivery mechanism, but

the other cases were associated with letters postmarked September 18 and October

9.

An LLN.D. application was filed with t he F.D.A. to use anthrax vaccine for P.E.P. and
the A.C.I.LP. reconvened and endorsed a routine use of 60 days of antibiotics for

P.E.P. This was a modification from the original discussion of the 30 -60 day range,
which was felt to be too difficult for prac tical application by physicians. About 10,000
persons were advised to take 60 days of antibiotic therapy, from October 8 to

November to 25, mostly due to occupational exposures to personnel in the media,

postal workers, and Capitol Hill staff.



A complicat ing factor for prophylaxis is that the spores remain in the lung for long

periods. The Henderson 1956 study of macaques exposed to an estimated 400,000
anthrax spores retained 65 percent of the spores in the lungs for 15 days, 15 -20
percent for 42 days, 2 percent for 50 days, and traces were detectable even to 100
days. Some human data from the Sverdlosk accident also indicates possible

extension of the incubation period in humans out to 43 days. Those data raised

additional concern about the potential need foradded P.E.P..

Additional considerations relevant to the vaccine included:

A Risk assessment of the anthrax threat . The Defense Research Establishment
Suffield (D.R.E.S.), Canada & equivalenttothe U.S. Army Medical Research
Institute of Infectious Di  seases (USAMRIID) studied weapons -grade B.
globigii spores from February through April 2001 to simulate an envelope release
of B. anthracis intoan office -sized room (18'x10'x10"). Sophisticated aerosol
sampling estimated 480 -3,080 LD50sin a 10 -minute ex posure, compared to the
8-20 LD50s seen in the macaque studies.

A Risk of reaerosolization after primary release . These risks were considered
negligible from discussions with the Department of Defense ( D.0O.D. ), but their
experiences were gathered in differen t environments than seen in these attacks.
Some preliminary data generated during the response suggested that
reaerosolizationisa concern.

A P.E.P. adherence: Initial data indicated adherence ranging from 40% -98 percent
for the 60 -day antibiotic treatment advised.

A The I.N.D. Protocol for P.E.P. remains in effect for all those known to be exposed
to B.anthracis :informed consent for adults; three subcutaneous anthrax
injections at 0,2,4  weeks; and 40 additional days of antibiotics (ciprofloxacin,
doxycyclin, or amoxicillin).  The protocol for children is three intramuscular

vaccine doses over the same period, with 40 additional days of antibiotics
(ciprofloxacin, doxycyclin, and a switch to amoxicillin when susceptibility results
are known).

A Results: Currently (as of February 20, 2002), the P.E.P. LN.D. has been
implemented at all  affected sites. About 5,400 individuals were educated about
P.E.P. and 1740 enrolled  (32%); 1548 received antibiotic only and 192 received
antibiotic and vaccine. One serious adverse effect of acute renal failure was
reported in a person who received ciprofloxacin but not vaccine.

Discussion included:

A Doctor Stan Plotkin was not surprised at the lack of confidence in the vaccine,
despite recommendations from two expert committees, be cause the consent form
was so written  that he himself might not have taken the vaccine. He advised
discussion of the risks and benefits and a review of the form. The generation of
the form was an unprecedented activity, done by  C.D.C. with multiple reviews by
a high -level staff of the  F.D.A., the Office of Human Research Protection,
D.H.H.S. , and a White House staffer. C.D.C. & Deputy Director of Science, Doctor
John Livengood, led those discussions. Given the time pressures, level of
involvement, and point s of view, Doctor Livengood was complimented on getting
the work done. C.D.C. hopes that, as a smallpox vaccine consent form is
developed, other options can be explored to avoid such a compressed time

frame.
A More discussion is needed on use of this vaccine in children.
A If there is another highly concentrated contamination event, would the move t 0

vaccination be faster? And should pre -exposure vaccination be done for such



personnel as laboratorians? There are now about 220,000 doses available,

enough P.E.P. for 73,000 people. The recommendations on using vaccine in
combination with antibiotics will stand. Although the  F.D.A. considers the vaccine
safe and efficacious, the largest supply now available is not licensed, and there is

a limited supply of doses of the licensed vaccine. There is some disagreement
about deploying licensed doses for preexposure prophylaxis or retaining them in
case of a greater public health emergency. There is hope of resolving this in
further discussions or through more vaccine supp lied through negotiations with
D.O.D. and increased production by BioPort.

A Why was a cutaneous rather than intramuscular injection selected? Though
preliminary data from a pilot study conducted by D.O.D. has indicated lower
reactogenicity with intramuscula r injection, the vaccine is licensed for
subcutaneous injection. Intramuscular injection of both adults and children was
discussed with the  F.D.A. . Opinions differed, but the consensus was reached on
the subcutaneous route.

A What education will be needed if the vaccine needs to be used again? Ongoing
communications are improving the public & knowledge about this vaccine. The
importance of education was one reason that C.D.C. insisted that its own staff do
the educational presentation, rather than postal offi cials, corporate executives,
etc.

A Wil alicensure for P.E.P. ever be possible to avoid I.N.D. status for the anthrax
or smallpox vaccines?  The human data for that could never be collected; this
I.N.D. was released since the product itself was not licensed and was being used
for an indication the vaccine itself did not have. However, Doctor Midthun
reported F.D.A. & fianimal rule, 0 soon to be finalized, that would allow indications
for some products to be used based on animal data demonstrating efficacy in a
post -exposure setting.

Influenza Vaccine

Chair Doctor Bonnie Word introduced the activity of the Influenza Workgroup since

the last meeting and outlined the presentations to be provided. Key issues discussed
included providing the vaccine to healthy chil dren, implementation of this new

pediatric immunization, effect on the V.F.C. program, economic considerations, the
2002 recommendations, and thimerosal issues. She noted that in future, the new

influenza vaccine recommendations would be discussed and appr oved in the October
rather than the February meeting.

Influenza Surveillance/Strain Selection . Ms. Lynette Brammer reported on the
lightto moderate influenza virus circulation in the current season activity and the
vaccine strain a  selection for the next  season.

A Patient visits to sentinel physicians peaked later than the previous two years. The
122 Cities reporting system indicated that mortality has not yet exceeded the
epidemic range.

A Worldwide, A (H3N2) viruses have predominated, while A H1 has been r are; B
has been less commonly identified, but has dominated in some European cities.
There are two B lineages: B/Victoria and B/Yamagata (the lineage contained in
the vaccine). The  Victoria strain has circulated only in Asia since 1991, but is
spreading ou tto North American, Europe and the U.S. Most of Canada & strains
have been from the Victoria lineage.

A A new influenza virus, A (HIN2) has been detected in Asia, Africa, Europe, and
North America. It is a reassortant of the currently circulating influenza A (HIN1)



and A (H3N2) subtypes. Vaccine coverage of HIN2 viruses should be good, since

A (HIN1) and A (H3N2) both are in the current vaccine.
A F.D.A. retained the A/New Caledonia/20/99 -like HIN1 strain component, and the
A/Moscow/10/99 -like (H3N2) strain an  d will meet in March to finalize the strain
selection used in U.S. vaccine. WHO met in February and retained the current HIN1
and H3N2 components, but updated the B component to a B/Hong Kong 330/2001 -
like virus  (from the B/Victoria lineage). The H5N1 viru s was isolated in Hong Kong
chickens in 2002, many of which were slaughtered, but no human cases have been
reported.

2001 Influenza Vaccine Supply Mr. Dennis O ®ara, N.l.P. & Associate Director of
Adult Immunization, updated the committee on the 2001 supp ly. Based on July 2001
population estimates, influenza vaccine was delivered to 74 million high -risk adults,
7 million health -care workers, and 17 million individuals in the target population

(healthy adults aged 50 - 64 and household contacts aged <50). Inf luenza vaccine
production was 77.2 million doses, 77.9 million doses, and 87.7 million doses in

1999, 2000, and 2001, respectively. In 2001, the distribution by October greatly

surpassed that period in 2000; by the end of November, it almost equaled the 19 99
distribution. But subsequent difficulties occurred, including a distribution delay, and it

is too soon to know the impact on coverage. National Health Interview Survey

(NHIS) data indicate that from 1997 -2001, of those aged 18 -49,20 percent were
covered; aswere 30 -38 percent ofthose aged 50 -64and 63 percent of those aged
65 (possibly due to distribution delays). About 88 -93 million doses of influenza

vaccine are projected by the manufacturers to be produced for this coming season.

Update on Feas ibility Study of Influenza Vaccine for Pediatric Use . Doctor
Marika Iwane reported on a set of studies of the feasibility of influenza vaccine for

pediatric use, done in collaboration with University of Rochester. This was studied in

focus groups with prim  ary care providers and in surveys of pediatricians and family
physicians. A time and motion study of Rochester -area practitioners was also
conducted, as well as a study of a database which included 70 percent of Rochester
area children.

National Influenza  Vaccination Survey.  Mailed to pediatricians and family physicians

in February 2001, this survey explained that studies show children at high risk for

influenza. It notified them that the A.C.I.LP. , A AP., AAFP, and others were

considering recommending uni versal influenza vaccination for all children aged 12 -35
months of age, either nasally or by injection. The response rate was 58%. Survey

responses were as follows:

A Feasibility in the practice: 76 percent agreed, 17 percent disagreed or were
neutral.

A Agre ement to the overall policy: 58 percent agreed, 22 percent disagreed or were
neutral.

A Opinion that adding influenza vaccine would deter/delay other vaccines: 66
percent disagreed, 20 percent were neutral.

A Barriers identified: 1) vaccine cost; 2) inability to identified children to be
vaccinated. Family physicians specifically cited costs to the family and a crowded
vaccination schedule.

A Implementation method: during well child visits (most), during an illness or
follow -up visit, or a vaccination only visit. Most preferred to vaccinate in their
own practice.



A Feasibility to vaccinate 12 -35 month -olds with only injectable vaccine available:
nearly impossible: 8%; much more difficult: 45%; slightly more difficult: 38%.
Implementation feasibility was thought bett eramong 6 -12 month -olds.

A Family physicians were more likely to oppose universal vaccination and report
barriers. Opposition was based on: influenza perceived as not serious enough,
could delay other vaccinations, parental objection, and if only injectable vaccine
was available.

Time/motion study. This measured the time spent by practices in delivering influenza
shots, from December 2001 to January 2002 in seven primary care practices in
Rochester. Analysis indicated:

A Times reported were twice as long and urban versus suburban practices.

A Actual vaccinations required about 1.5-2.3 minutes; 80 -90 percent of the
patients 6time was spent waiting.

A A nurse practitioner or physicians examined the patients in only 10 percent of
visits.

A Overall median time spent on the vaccination process was 16 minutes.

A Median exam room time: 10 minutes

A At 6 patients/hour per room, a range of 29 -104 patients could be seen per 8 -
hour day.

A 100 children requiring influenza vaccination would require: 16 hours (4 half -days)

of examinati on room time, 12 hours of additional staff nurse time, and 10
minutes of physician or nurse practitioner time.

The insurance database analysis is still analyzing the data for different scenarios. The
initial analysis estimated the additional visits neede d for universal vaccination of
children aged 6 -23 months (likely to be targeted to the recommendation) during an
influenza vaccination season. Data on about 42,000 children of that age range in six
Rochester -area counties was analyzed. Most (76%) children were seen in pediatric
practices, 11 percent in family practices, and the balance in hospitals and

neighborhood health centers. Selected results of the analysis include:

A Using all well -child care (WCC) visits for influenza vaccinations: 38 percent of
chil dren would need one additional visit, 33 percent would need two additional
visits.

A If all visits are considered as opportunities and never missed, and only WCC visits
are considered, 33 percent need one more visit; 146 percent would need two.

A Providing sho ts/nasal influenza vaccine at any visit required less extra visits.

A Little variation between urban, suburban, and rural children, or among practice
types; only age posed any variations.

A Study implications: with 100 patients requiring vaccination, using all visit
opportunities, 33 would need one more visit, 13 would need to more visits, to
total about 60 extra visits. Holding vaccination clinic hours could reduce the
burden. The estimates did not include pulling and filing charts or reminder/recall.

A Conclusi ons: Most physicians thought universal recommendation was feasible:
substantial extra visits would be required: vaccination clinics could reduce the
burden: educational activities may increase the recommendations acceptance.

Discussion included:

A Were vis its saved due to the vaccination calculated? Not as yet.



A Was the time spent discussing risks and benefits included in the time and motion
study ? The administrative component of two minutes included explaining,

preparing, administering, cleaning up, and app easing the patient.  Doctor France

noted that time and motion studies in general show that physicians spend 30
seconds, if that, explaining vaccines. Families generally read the vaccine

information sheet (VIS) while waiting, and are asked if they read it an d have any

guestions.

A Did the survey cover sheet make any assumptions about coverage for the vaccine
(live attenuated or inactivated) or visit costs? Only a very general statement
indicated that insurance and V.F.C. were expected to cover these costs in t he
same manner as other  childhood vaccines recommended by the A.C.LP. .

A Was it investigated why practitioners were more negative about delivering
immunization s in public health or day care settings? No.

Economics of Routinely Vaccinating Children Aged les sthan 5 Years Against
Influenza . Drs. Martin Meltzer and Kathy Neuzil presented the results of analyses of

data drawn from two published studies. The data of the Tennessee Medicaid data set
covered children aged less than 15 years over 19 consecutive infl uenza seasons,
from 1974 -1993. The study assumed a baseline rate of acute respiratory events,

with an increase of acute respiratory disease and hospitalizations in the winter

season, which was defined as the respiratory syncytial virus (RSV) season. The st

looked at the degree of excess disease during influenza circulation versus RSV

season for the outcomes of hospitalizations and deaths from pneumonia, influenza,

as well as a broader range of acute cardiopulmonary conditions and outpatient visits.

The variable benefits not included in the economic model included: predictable

health -care utilization for vaccination versus the unpredictability of illness extent
during the season/disease; effect on practice and on antibiotic use; effect on

household trans mission; and preparation for pandemics. The risks not considered
included new adverse effects that may be non -causal or rare; feasibility issues of
supply and delivery, few data on coadministration with other vaccines, and the
thimerosal issues.

A Monte C arlo economic model was used, which builds in a season -to-season
variability rather than assuming a consistent outcome rate. The age groups analyzed
ranged from 6 -less than 24 months, high - and non -high risk, and data were
presented in cohorts of 1000 per age- and risk -group. The data sources and

assumptions involved the rate of outcomes, three attack rate ranges (10 -20%, 20 -

30%, and 30 -40 percent toallow fora  percent age of children who do not visit a
physician for influenza but stay at home); and the ra te of otitis media caused by
influenza.

Hospitalization rates per 1000 for those aged 6 months to # 24 months were
estimated for the non  -high and high -risk groups. Since the variation of influenza
year -to -year makes a single number impossible to relate th e changes in
hospitalization rates, the frequency of the actual data was charted and then
superimposed on a mathematically calculated distribution curve. The mean of the
actual data and fitted distributions shown on a curve was 2.2/1000 with a standard
dev iation of 3.6, indicating that the variability of itself is larger than the mean, and
that the mean hides more information than it reveals about the hospitalization risk of
a non -high risk child aged  6-24 months.



The costs considered included the costs o f vaccination (vaccine, administration,
parent time off work, travel, side effects, two doses at first vaccination); productivity

costs (value of a work day); and health outcomes (death, hospitalization, outpatient

care, ill but not requiring medical care) . Vaccine effectiveness is not equal from year
toyear. Itis #52 percent effective 10 percent of the time, and it is rare for mass
vaccination vaccine to be greater than 90 percent effective. Most literature suggest
that the mean, median, and mode occur b etween the 70 -77 percent iles.

The results of net returns per 1000 for those not at high risk, counting all costs and

savings, were:

A 6-24 months: Break -even threshold value (no gain or loss to society) at a total
vaccination cost of $30.

A 6monthsto5ye arsand5 -15 years: Mass immunization of non -high risk groups
will not generate a net savings at $30.

A Itis unknown how costs will change as mass vaccination increases. Some believe
that a nasally -administered live attenuated will be less expensive when ma Ss-
distributed in  clinics, but a new vaccine also will likely be more expensive than
the current one.

A High -risk children involves a different scale of economic returns; the returns are
consistently greater than 0. Between a $20 -40 vaccination cost, vaccina  tion of
high -risk children is  more likely to offer savings to society than vaccinating those
not at high risk.

A The probability and impact of death due to influenza, although a very rare event,
is very important in an on economic analysis. Death is the sing le most important
variable, not the probability of going to the hospital. With increasing risk, the
threshold of increasing breakeven value rises as well.

The study & overall conclusions were:

A There is a large variability in the rates of health outcomes. Mass immunization
will not prevent a fixed number of outcomes per year, since influenza changes
from year -to-year.

A The most important inputs to this model & net present value were the rates of
death and outpatient visits and the costs of vaccination itsel f. Others provided
much less impact.

A The majority of savings (67%) were indirect (parental time not taken off from
work), even when death outcomes were excluded. This is significant since it

infers that the  health care system (the payers) will not benefit the most from this
recommendation, begging the questions of who pays and who benefits.
A Consistent savings also are unlikely from vaccinating non - high risk children

unless the vaccination costs less than $20/child. Is almost always more cost
efficientto va ccinate high -risk populations.

A To vaccinate the non -high risk children plus 10 percent of the high -risk
population requires a  threshold cost of $37 per child.

Discussion included:

A How big a benefit economically is the indication of ongoing studies of the
prevention of collateral infections in those vaccinating? Prevention of onward
transmission to other household members may provide large savings, but the
valuation of the savings might be very different; many will not vaccinate a child
to prevent transmis  sion to adults. Even  considering children aged  less than 2
years, whose influence on a household may be larger than that of older children,
this was listed as an intangible for that reason.



A The inability to quantify and place a value on human suffering is a problem,
although there certainly is a value to preventing several days of high fever and
intense coughing.  There are some new methods that may approach those values,

but the valuation might be transient over time. While vaccinating the 5th

percent ile do es not save money, it is not moot that it should not be done;

society & values may dictate that it should be done and that becomes a matter of
public debate. The point of an economic analysis is to inform that debate.

A Are the cost savings for vaccinating t hose age 50 -64 years, already approved for
vaccination, different? No economic analysis looks at only the 50 -64 year -olds,
but there are studies of adults among whom prevalence and risk factors
increase.

A Did you calculate the incremental increase in benef it and cost of adding influenza
vaccination on top of pneumococcal vaccination? Those are interesting issues, but

that was not incorporated because this recommendation is separate from that for
pneumococcal vaccine. Perhaps that should be revisited.

A Havet hese data been analyzed separate from societal costs, such as from the
health plan perspective?  Not yet, but that should be calculated by the time it is
ready for publication.

A Whatisthe percent of U.S. children aged lessthan 2 years in the risk categor ies
for which the  vaccine will be recommended; and please address the issue of the
inability to vaccinate high -risk children with a selective recommendation. The
non -high risk and 10  percent high risk population was estimated by asthma
prevalence (5 -8%).V accination did not include household members as well as
high -risk children, but the results suggest that, compared to those not at high
risk, society could afford to pay a premium for the health care system to target
and vaccinate the 10  percent of the chi Idren who are at high risk.

A The costs of vaccination depend on the sensitivity analysis. What is the effect of
immunizing on weekends or in nontraditional settings to lower the costs of
vaccination? Assuming $30 as the cost of taking a child for influenza vaccination
outside of a well  child visit, a more convenient weekend clinic time would lower
the cost. Independent  studies of what the charges would be could be done.

A Negative hospitalization rates for influenza seem counterintuitive; and from
where was th e $3366 estimate derived? The negative hospitalization rate
reported resulted when fewer children were hospitalized during the influenza
circulation period than the periods before and afterward. All distributions showing
# $0 were related to excess hospital ization; this did not infer any savings. The
$3366 hospitalization value came from the Medicaid database of reimbursement
rates to people enrolled in large health insurance plans.

A C.D.C. must be clear about the significant differences between the current
inactivated vaccine and the cold adapted influenza vaccine under development:

The vaccine parameters in this study applied to the current inactivated vaccine
used, but an economic  study on the cold -adapted influenza vaccine has also been
presented to some o fthe workgroup. That model has a threshold of $250/dose.

Implications to the V.F.C. Program

Doctor Lance Rodewald summarized the current coverage for the chil dren eligible for
the Vaccines f or Children ( V.F.C.) program whom the A.C.I.P. says fishould 0 be
vaccinated: those with chronic pulmonary or cardiovascular disorders, household

members of high -risk individuals regardless of age, etc. But the V.F.C. does not
currently cover the permissive recommendation for those whom the A.C.I.LP. says
fimay 0 be vaccina ted. While experience has demonstrated that such permissive
recommendations do not work, that may not necessarily always be true. Providing

V.F.C. coverage for influenza vaccine poses a number of implications:



A The 45,000 V.F.C. sites consistof 75 percent of physicians in private practice and
25 percent in public clinics.

A V.F.C. providers vaccinate about 95 percent of young children when public and
private vaccinations are combined, implying V.F.C. & potential to be the leading
edge for A.C.I.LP. recommend ations.

A V.F.C. participation can be expanded by enrolling more providers such as
specialists.

A All V.F.C. sites serve Medicaid -enrolled, uninsured, or American Indian or Alaska
Native children. The federally qualified health center (FQHC) and rural health

center (RHC) sites also serve the under -insured who do not have immunization
covered in their commercial health insurance plans.

A About one -third of the childhood population under age18 receives V.F.C. vaccine.

A Expanded V.F.C. coverage for influenza vaccine may help promote influenza
vaccination, following the precedent of pneumococcal conjugate vaccine.

A Implications for partners include a potential two -tiered system in which a child is
turned away due to their insurance classification, not their medical cond ition;
state vaccine financing or providers 6health insurance coverage affecting a 2 -

tiered system; and logistical issues.

Next steps include:

A Promote influenza vaccination of high risk children who now have low vaccination
rates. V.F.C. coverage is alre ady in place, implying the need for widespread
provider outreach. It may be possible to use the new Section 317 infrastructure
funding to state and urban area health departments; and providing such
coverage is obviously important for children & health, sin ce influenza is the
primary vaccine -preventable disease killer of children.

A Determine the implications of expanded V.F.C. coverage ( for example,
acceptance by partners, estimates of vaccine needs). Discuss vaccine uptake
with partner organizations, profess ional societies, states, etc.

A Reimbursements for providers to administer vaccines are normally based on
direct costs, not societal benefits, and inadequate reimbursement is a barrier to
immunization  providers. If reimbursement is less to the provider, will that
impact other V.F.C. vaccine delivery suchas M.M.R. and varicella? Medicaid will
pay for vaccination for the fimay 0 as well as the fishould 0 group. Those fees are
higher in general than Medicare payments to physicians. Such issues requiring
address in the proposed discussion and A.C.I.P. suggestions will be noted. But
the final CMS rule on vaccine administration fees is in effect and may spill over
to private industry.

A CMS conducted a study 3 -5 years ago of the actual cost to vaccinate, which
produced consistent information across the country despite poor participation.

That study was not  published; Mr. Graydon agreed to check on its status for the
committee. It is possible that CMS would welcome recommendation of better
support from Medicaid  reimburseme nt. V.F.C. also saved the Medicaid program
money by paying for the vaccines, so many states rolled that savings into their
administration costs. More detailed information can be presented at the June
meeting.

Pediatric Influenza Vaccination Options for A.C.I.P. Recommendation
Doctor Keiji Fukuda outlined the issues that have been reviewed by the Influenza
Workgroup on the impact of influenza on children, the safety of trivalent
inactivated vaccine (TIV) and live attenuated influenza vaccine (LAIV),



immunog enicity and effectiveness, economic implications, and feasibility and
implementation issues.

He presented three options developed by the Workgroup for the AC.ILP. &
consideration and recommendation:

1. No change from the current recommendation: vaccinate children aged 6 -23
months with  high -risk conditions.

Advantages: Focuses attention on children with conditions placing them at
high risk for  complications, which may not have been sufficiently promoted in
past, and raises the  fewest feasibility concerns,

Disadvantages: Despite the longstanding recommendation, vaccination
coverage remains low, and this ignores the increased risk for hospitalization
in young healthy children.

2. Encourage vaccination of children 6 -23 months and defer the proposed
recommendati on for 1 -3 years, adding additional language in the
recommendation about vaccine safety and effectiveness.

Advantages: Focuses attention on young children, provides finotice 0 of A.C.I.LP. &
intent, and provides a definite time frame for conducting anticipat ory activities
(for example, education and data collection).

Disadvantages: Does not focus attention on children aged 24 -36 months or
those with  high risk conditions; will increase demand/stress on vaccine supply;
and 1 -3yearsmay notbe enoughtimetoi  mplement all desirable preparatory
activities

3. Recommend annual vaccination of children aged 6 months to $3 years.

Advantages: Healthy children in this age group have significantly higher risk
of flu -related hospitalization, and the upper age limit of the recommendation
can be raised.

Disadvantages: Does not focus attention on children 24 -36 months of age or
older children with high  -risk conditions; will increases demand/stress on

vaccine supply, and pediatricians and the public may be inadequately

pre pared for this recommendation at this time.

Discussion included:

A A universal influenza recommendation is needed. The previous recommendation
focused on high -risk children and they are still not being immunized.

A The Workgroup was most comfortable with enco uraging vaccination for those
aged 6 -23 months and beginning the educational programs with the AAP.,
AAFP, and using the  broadcast capabilities of  C.D.C. & Office of Communications
to advise the field of that intent.

A Doctor Abramson reported Doctor Rennelsdwork forthe A.A.P. on a policy
statement to be ready for their spring meeting. It would follow Option 2, educate
physicians that these children are high -risk, and thenin1l -2 yearsissue a
universal recommendation. Impediment s to issuing the universa |
recommendation are that it could place practitioners in a medical and legal bind



and the logistical issues could prevent practitioner compliance. One good study in
support is published, but is not premised on the current reality. More research is
needed.

A The varicella model was cited as an example of slow uptake after the 1995
recommendation, although coverage is now at 70%. Education of the physician
and parents about the vaccine & value drove that. However, the uptake under
Option #3 is  likely to be slo w and does not have varicella & advantage of a school
entry requirement.

A Doctor Martin Mahoney presented the AAFP & perspective of the logic of doing the
education first, particularly since coverage in high -risk groups remains low. The
AAFP members fear th at even a permissive universal recommendation would
cause trouble in  reimbursements and increased office visits. Immunization is
already a loss leader incurred by physicians as a courtesy to their patients, and
there is already some  disagreement among phys icians about its value.

A The Workgroup hoped to have a time frame to avoid an open -ended statement
and to ask the involved parties what activities would be feasible over that time
period.

A Despite evidence to support a universal recommendation, logistical pr oblems
include the presence of thimerosal in vaccines, vaccine shortages, administration
issues, and that about 18 percent of the physicians surveyed opposed the
change. Use of the sequential IPV model was suggested instead, in which OPV
use moved to IPV.

A Support for Option #2 included: 1) While the data on health burden are
convincing, those on safety/efficacy are less sound. That information could be
collected and support  a recommendation; 2) It would be a disservice to the
nation and the program if a va ccine shortage in the first year causes the
recommendation to fail. A 1 -2 year forewarning  provides a better chance of
success.

A Clarify the intent of the recommendation and detail what will need to be done to
prepare, (for example, data collection, recogni tion of challenges to be solved
first, etc.), to relieve some of the caretakers danxiety about what will happen.

A Estimate the vaccination rate under Option #2, and determine if there is a target
below which universal vaccination would not be worthwhile, to help
manufacturers calculate  the supply and demand issues of that option.

There was general agreement that Option #2 was preferred by the Committee.

However, more clarity is needed about the further information needed before

A.C.I.LP. can make arecommend ation, and three years is too long to wait to
recommend. The June  A.C.I.LP. meeting will include an update on the education plans

integral to Option #2 and on the status of V.F.C. coverage for that option. There was
interest expressed in hearing the Canadia nséexperience regarding feasibility, vaccine
supply, uptake, etc., when they dropped their influenza vaccination recommendation

from age 65 to 6 months of age. However, Doctor Marchessault reported that there

were notyet enough data in hand to relate tha t.

2002 Recommendation for Control and Prevention of Influenza. Doctor
Carolyn Bridges reviewed the time line for A.C.1.P. recommendations to ensure their
M.M.W.R. publication by April ~ 25. And in 2003, the first draft will be presented in
October to allow a second meetingin  February to revise anything required. Aside

from the pediatric influenza discussions, the primary changes to the recommendation
discussed by the Workgroup included: 1) the availability of vaccine doses with
reduced thimerosal content; 2) the timing of vaccination; 3) the wording on the

vaccination of pregnant women (define expert); 4) an update on vaccine strains and



vaccine coverage levels; 5) additional details on influenza diagnostics, and 6)
updated references.

Thimerosal (page 11 B, section on influenza vaccine composition) issues discussed
include: thimerosal use; primary concern is over use of thimerosal -containing
vaccines in infants aged  less than 6 months and among pregnant women.

PowderJect - Evans will soon produce some reduce d thimerosal content vaccine, but it
is not F.D.A. -approved for use in children aged less than 4 years, and no influenza
vaccine is F.D.A. -approved for use by pregnant women. Due to limited availability of

the reduced thimerosal vaccine and its recommended age groups, the
recommendation only  advises about the reduced  -thimerosal vaccine availability
without stating it as a preference. The Workgroup found no demonstrated harm and
recommended no change in influenza vaccine recommendations based on [.O.M. or
the A.C.L.LP. /A.A.P. /AAFP joint statement. The A.C.I.LP. members had no objection to
this approach.

Vaccine coverage (page 13 -14): was 66 percent overall in 1999 among those aged
greater than or equal to 65 years. Challenges remain to vaccinate high -risk chi Idren,
health care workers and high -risk adults aged less than 65. Regarding vaccination of
children, the Workgroup suggested: adding detail in the section on effectiveness and
safety of influenza vaccine information specific to young children; moving the section
on vaccination of children forward in the document; suggested language for the

timing of vaccination among all children aged 6 -23 months; advise that influenza

vaccine can be offered to children who will be 6 -23 months anytime in the influenza
season and are encouraged  to be vaccinated. The influenza vaccine is not approved

for use in children aged less than 6 months.

Discussion. It is unclear for what age group the vaccination would be recommended.
Recommendation: Clarify the document such that on e cannot administer the vaccine

to children aged less than 6 months; recommend one dose or two (the Edwards

study & one dose was effective). Decision: recommend two doses if less than 9 years
and vaccinated for the first time as currently stated in F.D.A. -approved indications.
For vaccination of household contacts of young children (page 16), the Workgroup
offered three  options:

1. Household contacts and out - of-home care givers to those aged O -23 month
olds:
Disadvantage: Implementation (no way to ensure that contacts out -of-the -
home will be vaccinated); feasibility of vaccinating 8 million in two birth
cohorts plus adults, totaling 12 million vaccinees; undoable recommendations
threaten A.C.1.P. credibility.

2. Household contacts and out  -of-home care giverstot hose aged 0 -lessthan 6
months;
Advantage: Clearly indicates concern about children aged # 6 months, who
cannot be vaccinated.  Satisfactory until a universal recommendation can be
issued in 1 -2 years forthe 6 -23 month age group.
Disadvantage: Implementatio n again; this essentially translates to a universal
recommendation; credibility could be damaged (particularly with vaccine
supply issues); defer discussion until June.

3. No mention of contacts of young children.
Disadvantage: Ignoring the problem will not r esolve it, and questions from
the field will continue.



Discussion included:

A digh 6and digher 6risk need more definition.

A Avoid the inconsistency of encouraging vaccination of those aged 6 -23 months
old, but recommending it for their parents. Clarify th at language.

Doctor Zimmerman moved to support Option #2, using wording to

fiencourage 0 vaccination of families of infants aged 0 -6 months.  Doctor
Brooks seconded the motion. The committee agreed to review the issue in detail at

th e June or October meeting  (S).

Conflicts: Wyeth, Aventis Pasteur, Evans

Vote In favor: Zimmerman, Smith, Tompkins, Salamone, Brooks, Offit, Word.
Opposed: Deseda, Levin, Birkhead, Modlin.

Abstained: Rennels

The motion passed.

Timing of Vaccination.  Doctor Bridges referenced the  recent years 0need to issue
supplemental A.C.I.P. influenza vaccine recommendations due to vaccine delivery
delays. Changes in timing were recommended to vaccinate those at highest risk
people and health care workers first, followed by others later in the season. The
Workgroup offered  three options, all of which would also encourage vaccination in
December and beyond as well:

1. Not change the vaccine recommendations, adhere to the optimal vaccination
period of October through the end of November.

2. Usethet iered protocol, to vaccinate those aged $65, other high risk people
aged # 65, and health care  workers in October, all others in November.
Advantage: Consistency; most similar to what has been done in the past two
years of delivery delays; appropriately pri  oritizes health care workers; avoids
the confusion of potentially two community campaigns for risk and non  -risk
populations;

3. Retain the current recommendation to vaccinate from October through
November, but defer campaigns directed to healthy adults ( for e xample,
workplace vaccination programs) until November. Advantages: Consistency:
avoids several risks of a phased system: 1) potential vaccine wastage when
people do not return for later vaccination, potentially decreasing coverage; 2)
supports vaccine del ivery in  community settings to better reach minority

groups and high -risk populations impeded by health system barriers to
vaccination (BRFSS data support that non -immunization relates more to lack

of education on that necessity than to SES); allows the le ad time necessary to
plan and execute worksite or community campaigns.

Discussion included:
A Healthy children aged 6  -23 months would be included in the early
immunization.
Aventis Pasteur & vaccine return rates have been relatively stable over time.
Influe nza itself is a unpredictable variable, but distribution is predictable;
option #2 supports that consistency.
Ms. Deborah Wexler suggested stating clearly that October/November are
optimal vaccination times, but fito improve vaccine coverage and utilization ,
particularly among high risk persons and health care workers, influenza
vaccine should be continued to be offered in December through March. 0
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A Add a section on needed research.
A Note in a footnote that whole cell vaccine is not used for young children in t he
u.s.

Doctor Modlin checked for consensus and determined by a show of hands that Option
#2 was preferred.

Conflicts: Wyeth, Aventis Pasteur, Evans

Vote: In favor: Smith, Tompkins, Salamone, Deseda, Brooks, Offit, Levin, Birkhead,
Word, Modlin.

Oppose d: Zimmerman

Abstained: Rennels

The vote passed.

Doctor Zimmerman moved that the A.C.I.P. adopt the influenza statement
with the suggested options and changes . Doctor Word seconded the motion.

Conflicts: Wyeth, Aventis Pasteur, Evans

Vote :

In favor: Smit  h, Zimmerman, Tompkins, Salamone, Deseda, Brooks, Offit, Levin,
Birkhead, Word, Modlin.

Opposed: None

Abstained: Rennels

The motion passed.

Adult Immunization Schedule

Doctor Vishnu Sneller reviewed the February 19, 2002 draft of the Adult

Immunization Sc  hedule. It was developed by a subgroup of the Adult Immunization
Workgroup , the Harmonized Adult Immunization Schedule Group, which included
representation of the ACP, IDSA, AAFP and ACOG. The schedule is a brochure,

similar in format to the childhood sch edule. Itis age -based for persons aged  greater
than 18 years and for persons with special conditions or chronic diseases. Its
footnotes present additional information for the disease on the condition -based
schedule and additional notes on the brochure & back cover for the age -based
schedule. The current draft has been accepted by the ACOG and was in review by

the AAFP. Last presented to the A.C.I.P. in October 2000, alterations had been made
according to the comments received:

A The cover indicates that the schedule is a summary of the recommendations of
the A.C.I.LP. and showsthe D.H.H.S. affiliation

A The titles were changed to be consistent and include the word fiadult, & without
indicating the age range.

A The chronic disease and conditions schedule adds a foo tnote (J), stating that it is
prudent to withhold M.M.R. from persons with extreme immunosuppression ( less
than 200 CD4 T -lymphocytes or a CD4 plus percent of total lymphocytes less
than 14, or diagnosed with tuberculosis, invasive cervical cancer or recur rent

pneumonia), and addsthe M.M.W.R. reference.

A The Workgroup suggested that the schedule be annually reviewed at the October
A.C.I.LP. meting and published inthe M.M.W.R. by December or January.

A Next steps: prepare a report to be published in the M.M.W. R., present the
documentdraftto  A.C.I.P. in October, 2002 for comment and revision.



Professional Society responses included:
A AAFP: Generally positive, still reviewing it line by line. However, the AAFP has not

supported meningococcal recommendations in the past,
A ACOG: endorsed enthusiastically as a step toward an age - rather than risk -based
schedule.

A ACP: need for time to review. They requested more data to support the Lyme and
meningococcal recommendations, and questioned the reality of recommending

thi s in view of significant vaccine supply or delay issues (e.g,. influenza and
tetanus).
The Workgroup was congratulated on their work. Comments included:

A Review the color scheme again ( for example, the green color on the childhood
schedule is associated w ith catch -up, but represents influenza vaccine on the
adult schedule).

A Add the citations to the footnotes to allow the reader to look them up; perhaps
include the A.C.I.LP. web site address.

A Since aCD4 lessthan 200 is only one indication, just say AAIDS -defining
condition. 0

A Allow for flexible footnotes to present all the partners Operspectives (e.g. on
meningococcal and tetanus) and to allow all to endorse the schedule.

A Add to footnote 8 the advice developed for M.M.R. and varicella, to not vaccinate
pregn ant women or those  planning to become pregnant in the next four weeks,
and if pregnant and susceptible, to vaccinate as early in the postpartum period as
possible.

Doctor Birkhead moved to adopt the schedule with the suggested changes ,
and the motion was  seconded by Doctor Smith.

No conflicts.

Vote: In favor: Smith, Zimmerman, Tompkins, Salamone, Rennels, Deseda, Brooks,
Offit, Levin, Birkhead, Word, Modlin.

Opposed: None

Abstained: None

Harmonized Childhood Immunization Schedule
Doctor Margaret Cortese , ofthe N.I.P. , presented the recommended childhood

immunization schedule. Its time line was approved by the AAFPand A.AP. ina
conference call. The 2003 schedule should be ready for the professional societies 6
approval by the June meeting. Any concerns ofthe A.C.I.LP. , AAAP., or AAFP will be
addressed in October,  and any schedule modifications will be presented for final

A.C.1.P. approval in October and November, and the schedule will be submitted for
publication in mid -November and published in Januar y 2003. Doctor Evans reminded
C.D.C. of the need, space allowing, to reference the availability of the N.V.I.C.P. and

that V.A.E.R.S. should be contacted  with any adverse effect reports.

Update on Vaccinia (Smallpox) Vaccine Preparedness

After a short bre ak, Doctor Hal Margolis reported on the smallpox response plan and
guidelines. These are working documents to be updated periodically. The plan
identifies federal, state, and local public health activities necessary to respond
effectively to a confirmed ca se of smallpox. The  C.D.C. director, in consultation with
the D.H.H.S. Secretary, may implement all or portions of the plan. The plan provides
for surveillance and lab activities to identify or rule out smallpox; notification
procedures for suspected cases ; a smallpox control strategy (vaccine deployment,






