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March 28, 2012

Re: Pharmacists — Administration of Vaccinations — Expanded Authority HB 817

Dear Chairwoman Harhart, Chairman Readshaw, Members of the House Professional Licensure Committee:

| am Al Carter with the Pharmacy Services Division of Walgreens. | am also a certified immunizing pharmacist and |
thank you for the opportunity to express my support of HB 817.

Walgreens Co. {Walgreens) operates over 7,800 drugstores in 50 states, the District of Columbia and Puerto Rico.
Walgreens operates approximately 119 retail pharmacies in Pennsylvania to help meet the healthcare needs of the
citizens of the Commonwealth. We have locations in both urban and rural areas of the state.

Walgreens is committed to promoting public health by improving the accessibility of vaccines. To meet the goal of
increasing access to care and affordability for consumers, Walgreens’ pharmacists administer vaccines to patients in
pharmacies in 49 states, including Pennsylvania, at any time the pharmacy is open. This vital public heaith service
increases immunization rates in the community. For example, flu vaccination rates increase up to 5% for those under
65 and over 10% for seniors’ when pharmacists are allowed to administer vaccination. [n Pennsylvania, Walgreens
pharmacists alone administered over 67,000 vaccinations in 2011. Over 52,000 of those were for the flu.

As the Committee is aware, the law in Pennsylvania allows for pharmacists to administer the full Centers for Disease
Control and Prevention {CDC) approved vaccines to patients 18 and older without a prescription. While current law is
a step in the right direction, it unduly restricts access to vaccination for residents of the state under the age of 18.
Sixteen states already allow for pharmacists to administer all Centers for Disease Control and Prevention {CDC)
approved vaccines with certain age limitations. This national trend is one that the Commonwealth should promote
and allow. As noted earlier, data has shown that states that have expanded immunization authority to pharmacists
see an increase in vaccination rates.

Walgreens pharmacists are trained to be able to administer any vaccine to patients aged three years and above.
Walgreens pharmacists go through either the “Pharmacy-Based Immunization Delivery” certificate training program
by the American Pharmacists Association and recognized by the CDC, or a state approved equivalent program. In
addition to immunization training, all participating pharmacists are required to become certified in adult and child
CPR and take OSHA blood-borne pathogens training.

Not only are Walgreens pharmacists trained and able to administer vaccines to improve public health, they greatly
increase access to care for many patients. Walgreens employs nationally, over 27,000 pharmacist immunizers, 415 in
Pennsylvania, who can provide vaccines at anytime to patients. With over 70% of Americans living within 5 miles of a
Walgreens, and 85% of African-Americans and 86% of Latino-Americans living within 5 miles of a Walgreens, the
access that Walgreens pharmacists provide for the community should be leveraged by the state. Furthermore,
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Walaraan Cn (Gnvernmaeant and Commionihy Balatinns o 104 Wilmnt Rnard MS 1444 o DNoearfinld I RONTA



pharmacist immunizations increase accessibility to vaccines for Americans living in Medically Uhderserved Area
{(MUAs) and Health Professional Shortage Areas (HPSAs), with over a third of the flu vaccine being administered b
pharmacists in these areas’. In essence, pharmacists’ ability to immunize makes the number of thase immunizec

greater, not less.

fn addition, research has shown that every S1 spent on immunizations saves $6.30 in direct costs {i.e

" hospitalizations). This amounts to annual aggregate direct cost savings of $10.5 billion. When indirect costs (i.e. lost
wages) are taken into account, every 51 spent on immunizations saves $18.40, resulting in aggregate savings of 547
billion®. Therefore, we know that vaccinating a population saves heaithcare dollars but moreover, providing vaccines
in a pharmacy setting, saves the patient and the healthcare system even more.

Walgreens automatically sends Physician Notification Letters (PNL) for all vaccines {excluding Vivotif as we only
dispense this with 3 prescription) to the patient’s primary care physician {PCP} within 48 hours of administration via
one of three methods: email, fax, or mail. A blank PNL is attached for your reference. Just this week, at the 2012
National Immunization Conference, my company presented the results of an in-depth internal analysis of all
vaccinations administered from August of 2010 through July of 2011. Of the many important items in the
presentation, a few are very relevant to the discussion here today. Namely, a large proportion of community
pharmacy patients receive vaccinations during evening, weekend, and holiday hours when traditional vaccine
providers are unavailable. In fact, of those aged 18-64 years, nearly a third received vaccinations during off-clinic
hours, potentially minimizing disruptions in work schedules and ultimately decreasing illness and absenteeism, while
increasing presenteeism.

In June of 2011, the Official Journal of the American Academy of Pediatrics released their study entitled, “How
Effectively Can Health Care Settings Beyond the Traditional Medical Home Provide Vaccines to Adolescents?” The
study cited that as long ago as 1994, the Federal Department of Heaith and Human Services made a recommendation
that, “pharmacists’ competencies include vaccine education and mobhilization, vaccine distribution, vaccine access and
administration, and participation in vaccine registries and tracking systems.” The study went on to say that “the
number and distribution of pharmacies throughout the nation make them a unique resource. Pharmacies are readily
accessible to and frequently visited by adolescents. Many of them have extended hours on evenings and weekends,
and they are a particularly important source of health care in rural communities.” Clearly, the need exists for
pharmacies to be included in the network of health care providers that may administer vaccination to adolescents. It
is important to note that Walgreens company policy, as well as this bill, forbids the administration of vaccine to
patients under the age of 18 without the consent of a parent or legal guardian.

We at Walgreens believe in providing the best care to our patients and improving public health. As such, Walgreens
supports a less-restrictive environment for vaccinations by pharmacists. | respectfully ask that you move HB 817 out

of the Committee.

Many thanks to Rep. Grove for sponsaring this bill and to Representatives Harhart and Readshaw and the committee
members for the opportunity to testify today.

Al Carter
Pharmacy Services
Waigreen Co.

2 Murphy, PA, et al (in press). Access to preventative health: The impact of a community pharmacy on influenza immunizations. Journal of American Pharmacists
Association, 2012.
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ABSTRACT

OBJECTIVES, Our goal was 10 evaluate the capacity of various health care settings to
supplement the activities of the traditional medical home by delivering vaccines to
adolescents.

METHODS. A group of experts in the fields of adolescent-immunization delivery and the
provision of preventive care in various health care settings summarized the available
literature, considered setting-specific factors, and assessed the ability of various
health care settings beyond the traditional medical home to conform to the immu-
nization quality standards set by the National Vaccine Advisory Committee, report
vaccination information for the quantitative assessment of vaccine-coverage rates, be
likely 1o offer vaccines 1o adolescents, and be viewed by adolescents as acceptable
sites for receiving vaccinations.

RESULTS. Seven candidate settings were evaluated: pharmacics, obstetrics-gynecology
practices, sexually transmitted disease clinics, hospital emergency deparumnents, fam-
ily planning clinics, teen clinics, and local public health department immunization
clinics. The pane! concluded that all could safely provide vaccinations to adolescents
but that vaccination efforts at some of the settings could potentially have a markedly
greater impact on overall adolescent-immunization rates than could those at other
sertings. In addition. for adolescent-vaccination services to be practical, candidate
settings need to have a clear interest in providing them. Conditional on that, several
issues need to be addressed: (1) funding; (2) orienting facilities to provide preventive
care services; (3) enhancing access to immunization registries; and (4) clarifying
issues related to immunization consent,

CONCLUSIONS, With supporting health pelicy, health education, and communication,
health care settings beyond the traditional medical home have the potential to
effectively augment the vaccination efforts of more traditional settings to deliver
vaccines 10 adolescents. These health care settings may be particularly well suited to
reach adolescents who lack access to rraditional sources of preventive medical care or
receive fragmented medical care.

_ _ 'HE SUCCESSFUL INTRODUCTION of 2 new adolescent vaccine (such as the recenty
recommended meningococcal conjugate, pertussis, and human papillomavirns
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vaccines'?), requires careful consideration of a range of issues including, but not limited to, the capacity of health care
sysiems to achieve high coverage levels and adolescent health care utilization patterns. Although many adelescents
obtain some medical care from a primary care physician, significant proportions of them, especially in mid- or late
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adolescence, infrequently (or never) seek preventive
care services from traditional sources.+¢ Hence, high
overall immunization coverage rates can potentially be
achieved by complementing the efforts of primary care
physicians with efforts to deliver vaccines in other health
care settings that adolescents tend to frequent. Efforts to
vaccinate adolescents in those settings may be of partic-
ular benefit for subpopulations who lack access o a
medical home or segment their medical care. However,
the ability to implement adolescent-immunization ser-
vices in these settings has not been studied adequately.

One key to success will be the ability of the medical
home and other health care settings to successfully co-
ordinate their efforts. A vaccine such as the human
papillomavirus vaccine that prevents sexually transmit-
ted diseases {STDs} is best administered in early to mid-
adolescence, before the initiation of sexual activity;
hence, that is when administration of this vaccine is
recommended. Other vaccines are recommended for
early adolescence, in part to promote the use of routine
preventive care services.” Although young adolescents
may be more likely to strengthen their relationship with
a pediatric or family practice medical home, in part as a
result of the new vaccine recommendations, the need to
administer several vaccines to adolescents nevertheless
represents a major challenge for providers, particularly
for multidose vaccines. In addition, older adolescents
will need catch-up vaccination, which increases the
number of adolescents who must be served in the near
term. Thus, to achieve uniformly high adelescent-im-
munization rates, the combined efforts of the medical
home and other health care settings and providers are
likely to be necessary.

The Institute ol Medicine recognizes that current sys-
tems of medical care are not meeting the complex needs
of the US adolescent population and has called for the
development of innovative programs for the achieve-
ment of better health outcomes.? Can other healih care
settings plausibly supplement the adolescent-vaccina-
tion efforts of the traditional medical home? The Na-
tional Immunization Program (now a part of the Na-
tional Center for Immunization and Respiratory
Diseases) of the Centers for Disease Control and Preven-
tion (CDC) convened a working group of individuals
with expertise in immunization research and adolescent
health care t¢ address this question, This report summa-
rizes the group’s findings about what is presently known
and what has yet to be determined about the ability of
such settings to function as effective providers of vac-
cines t¢ adolescents.

METHODS

The werking group established successive agendas, iden-
tified the candidate health care settings to be considered,
defined terms, assigned individual scientific review and
evaluation tasks, and assessed the results of the reviews
pver a 4-month pericd from February through May of
2005. The candidate health care setrings were defined as
sites that tend to offer services in nontraditional settings
or offer limited or episodic health care services, in con-
trast to the coordinated, comprehensive services offered
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TABLE 1 NVAC Quality Standards
Quality Standard

Information and education for
vaccine recipients

Description

Culturally and linguistically appropriate
information about the risks and
benefits of vaccination {including
CDC-developed Yaccine Information
Statements) must be providad
before vaccination

Must adhere to vaccine-handling and
-storage standards noted in vaccine
package inserts

Prevaccination screening interviews
must include immunization history,
existing heaith conditions, allergies,
and history of adverse events

Must have the ability to assess true
vaccine contraindications before
vatcination

& permanent record induding the
vaccine recipient’s name, age,
contact information, preexisting
medical conditions, type of vaccine
given, dose, site, route of
administration, narme of vaccine
provider, date of vaccination,
manfacturer, lot number, and date
that next vaccination is due must be
recorded; when a vaccine is
administered by a healih care
praviger other than the vaccine
reciplent’s primary care pravider, 8
record of the vaccination should be
provided to the primary care
provider and the vaccine recipient

Wiust have the legal authority 1o
provide vaccines and be
appropriately trained and licensed
in all aspects of vaccine
administration

Must be able to recognize and reat
adverse reactions, and the
equipment 1o do so must be on site

Vaccine storage and handling

Prevaccination screening

Contraindications

Record keeping

Yaccine administration

Adverse events

in the traditional medical home. The settings selected for
evaluation were {1) pharmacies, (2) obstetrics-gynecol-
ogy (Ob-Gyn} practices, {3) STD clinics, {4) hospital
emergency departments, (5) family planning clinics, (6)
teen clinics, and {7} public health department immurni-
zarion clinics. School-based and school-linked clinics
were nor included, because they represented the exclu-
sive focus of a separate working group. In addition,
walk-in clinics located inside retail businesses were not
addressed, because they are a new phenomenon for
which there is insufficient information with which 1o
permit an evaluation of their potential effect on adoles-
cent-immunization efforts.

Key compenents of this evaluation included compar-
ative assessments of the candidate settings in terms of
their:

® capadity to meet the 7 qualiry standards established by
the National Vacdne Advisory Committee (NVAC) to
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ensure the quality of vacdnation in these settings
{described in detail in Table 1)°;

© previous experience with providing adolescent vac-
cines, alignment of adolescent-vaccination efforts with
the primary mission of each setting, resource issues,
and likelihood that decision-makers in each setting
would elect to have the facility provide some or all of
the vaccines to adolescents;

e overall dient mix and the characteristics of adoles-
cents receiving services in each setting, including so-
ciodemographic features, frequency and continuity of
contact in these settings, and acceptability and attrac-
tiveness of these settings as resources for the Teceipt of
preventive health services:

® capacity to report or refer clients 1o a primary care
physician, to provide educational materiais about the
importance of other preventive health care measures,
and to recover or sustain the additional costs of ado-
fescent-immunization services; and

e capacily to report vaccine-related adverse events and
contributle data to assist in community assessments of
adolescenl vaccine-coverage rates.

A subjective matrix that summarizes these key corn-
ponents and provides a structure for comparing the can-
didate sites was developed and is shown in Table 2.

in many cases, the working group found a dearth of
published data concerning the experience of the candi-
date setiings in providing vaccines to adolescents. In
those instances, the working group had to depend on
as-yet-unpublished data or base its conclusicos on infor-
mation related 10 the sellings’ experiences in providing
vaccinations 1o adult populations. 1 should be noted that
these settings’ experiences with vaccnating adull popu-
lations are not always applicable 1o the adolescent pop-
ulation, particularly with respect to adolescent-specific
issues (eg, securing parental consent for vaccination)
that are not faced by {aciliies when providing vaccina-
tions to adult populations.

A draft of the initial findings was presented in June
2005 at the National Stakeholders’ Meeting: Strength-
ening the Delivery of New Vaccines for Adolescents, a
natignal conference in Washington, DC, cosponsored by
the National Vaccine Program Office and the CDC, dur-
ing which participants were invited to submit com-
ments. Those comments were evaluated and incorpo-
rated as appropriate. The findings presented here
summarize what js presently known and not known
about the ability and capacity of health care settings
beyond 1he medical home 1o provide immunizations to
adolescents; barriers that might impede efforts to pro-
vide immunizations in these settings are also identified.

RESULTS

fharmacies

ncreased recognition of the role ol pharmacies in pop-
ulation-based vaccination services is reflected in the
Pepartment of Health and Human Services” 1994 rec-
ommendation, made in a meeting with Secretary Sha-

Downloaded from nediamics. aanmuiblicaims aro by smest an

lala, thal pharmacists’ competencies include vaccine ed-
ucation and mobilization, vaccine distnbution, vaccine
access and administration, and participation in vaccine
regisiries and tracking systems. In 1996, the American
Pharmacists Association published Pharnmacy-Based H-
nnization Delivery: A National Certificare Program for Phar-
mactsts, which was based on CDC, Advisory Comunitteg
on Immunization Praclices., and NVAC standards, !>
The program includes practice-managenient skills and
vaccine-administration lechniques and teaches pharma-
cists the functions and responsibilities associated with
providing vaccination services.!? According 1o the Amer-
ican Pharmacisis Association, the program has been used
to train —25 000 student pharnmnacists and prolessivnals
as ol 2006. A study published in 2004 indicated that
77% of pharmacisits who completed the cenification
program directly adminisiered vaccines, of whom 96%
administeced influenza vacdne, 77% administered
pneumococcal vaccine, 55% administered hepatilis vac-
cines, and 19% adminisiered the combined childhood
diphtheria and tetanus woxoids and acellular pertussis
vaccine.*

Phanmnacists’ commiltment o providing vaccine ser-
vices was demonsirated in recent surveys of pharmacists
whao had completed vaccination training. Respondenis
reported that they had doene so because of their commil-
ment 1o improving the health of the public ratlier than
for business or financial reasens or for continuing edu-
cation c¢redit.!*'" Various published studies have alsn
shawn that most consumers trust pharmacy vaccination
services and are altracied (o this type of setting because
of the convenience that pharmacies olfer their custom-
ers.!™'7 These findings are consistent witl a recent re-
view that concluded that pharmacisi-administered vac-
cination, particularly for adult patients, has become
routinely accepted as an important role of the pharma-
cist.!'” Nevertheless, 1o date, there is linle experience
with adminisiration of vaccines 1o adolescents in the
pharmacy setting.

The number and distribution of pharmacies through-
oui the nation make them a unique resotirce, Pharma-
cies are readily accessible 10 and frequenily visited by
adolescents. Many of them have extended hours on
evenings and weekends, and they are a particularly im-
portant source of health care in rural communities,'®

At present, 46 states grant pharmacists statutory per-
mission 1o administer vaccinations'®; most such efforts in
the pasi have centlered on the provision of influenza
vaccine, Although a few states have not yel aunhorized
pharmacisis 1o administer vaccines, explicit statements
(rom public health authorities that encourage immuni-
zation-{rained pharmacists to 1ake proactive roles in im-
munization delivery would likely promipt these states 10
support increased pharmacist involvement in this aspec
ol public hezalth.

Ob-Gyn Practices

Obstetrician-gynecclogists have unigue opportunities to
deliver vaccines to women of all ages. They serve as the
first and most frequent point of contact for young
womnen whao seek medical consullation for reproductive
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TABLE2 Characteristics of Candidate Settings That May Affect Their Ability to Provide Vaccines to Adolescents

Pharmactes ObfGyn Practices 5TD Clinics Hospital Emergency Family Planning Teen Clinics Health Department
Departments Clinics Immunlzation Clinics
Capracity to meet NVAC quality
standards
Prowide informatlon and Able to pedorm Able to perform Able to perform Able to perform Able to perform Able to perform Able to perform
education forvaccine
recipients
Vaccing starage and handling Able to perfarm Able o perform Abte to pedorm Able to perform Able to perform Able io perform Able to perfonn
Prevaccination scieening May have limited access 1o May have limitec May have firnited access 1o Mary have limited access in May have limited May have limited May have imited access to
varcination recards ACCERS 1O wRCCINALHIN receis YaCCination records A0 access o vacdnation vaccination records
YACTINGTION vaceination ecends
racords records
Fvaluation of contraindications Able to peiform Able to perdorm Able to perform Able to perform Able to perfarm Able 10 perform Able 1o perform
Record keeping Alle to perform Able to perform Able to perform Able 1o perform Able to perform Able to perform Able to perform
Vacdne administration Able to perform Ablke to perform Able 1o peifoim Anle to perform Able to perform Abie 1o perfarm Able to perform
Recageition and management Ahle to pedorm Able to perdom Able to perfoim Able 1o pedfom Able to perform Able to perform Able to petform
of adverse events
Likely intevest in prowiging High IHigh for vaceings o High for vaneines w prevent My be limited High for vaccines to High for alt adolescent High for all adolescant
vaceines 1o adolescents prevent ST0s 5Ths prevert STDs vaccines vagcines
Orieniation wward providing Linmted bul inCregsmg Yes, but often Generally not eriented toward Generally not oriented toward Yes, but often es Yes, but limited to
meventive care services firmted to prewiding rearny preventive providing many preventive limited ta immunlzations
eproduciive care services €are services repraductive
rae Late
Deamographic charactenstits
Aae range of clientele Al ages 216y eiby Al ages =16y =lly Al ayes
Gender distibution of chenteln Males and females Fernales Primanily symplonmatic mates Males and females Fernales Males and females Males and females
ongisti characteristics
Approximate number of siles 58000 32 000 2000 2000 3150 300 3000
Freyuency/continuity of Moderate to High Maderate umited Limited Moderite Modesate Limnited t vaccination visits
Loitacts with clients
Case management/racking Mot routine Ruwtine Routine Not routine Not routine Rousting Routine
capabilities
Perceved aceeptability a5 a Unknimwn High High Linkaoam High Higiy High
vagcination site by
adolescents
Link to immunization- May be limited fay be hmied May be hmited May be irmited Way be fimited Most participate Most participate
information system
Ahility 1o contact the medical Yes ves Yes, but may be limited by Yes Yes, bul may be Yes Yes
home privacy cancems limited by
ivacy Concens
Specihc vaccination vaining Yes. Yes Yes Yes Yes Yes Yes
Legal constrgints on provision Allowed in all but 4 states, some one None None None Mone None
of vaceines in setting state-specific imitatlons exist
based on age and antigen
Parental consent required? In most states In most states I maost states In: most states in most states In most states In most; states
Abiliry to be reimbursed by Able to bill insurers; are not Able tobill insurers;  Able to bil insurers; few are Abllity w bill insurers may Able ta bill insurers; Able to kil insurers and Able to bill insurers and obtain
insurers for vaceine cumently able to be WFC fow are currently currently WFC providers vary, may not be few are currently obtain verane from vaceine from the VFC
purchiase and providers in mast stares VR providers refmbursed for providing VFC providers the VFC program PrOGrAm
admimstiation and 1o prevenlive care services,
obtain vaccings fram the few are currenthy VRC
VFC ogran providers




health and as primary caregivers for many nonpregnant
women who have little or no other contact with the
health care system.? The vast majority of obstetrician-
gynecologists serve both adolescents and adults.?® Al-
though few adolescents under 15 years of age see obste-
trician-gynecologists,® one third of all medical visits for
women aged 17 to 21 years are to obstetrician-gyneco-
logists.# Indeed, obstetrician-gynecologists provide
more office-based, genera! medical examinations to
women aged =15 vears than either family practice or
internal medicine specialists.22 Most young women who
see obstefrician-gynecologists are or have been sexually
active.

Nationwide, 64% of obstetrician-gynecologists have
reported that they work in practices that offer at least 1
vaccine, with rubella (52%}) and influenza (50%) vac-
cines being the most commonly offered, followed by
hepatitis B vaccine (35%}) and tetanus toxoid-diphtheria
vaccine (32%).% Yet, fewer than 60% of obstetrician-
gynecologists report that they routinely obtain patient
vaccination or infection histories. Barriers that have
been commonly noted by obstetridan-gynecclogists
who do not vaccinate their patients include the costs
associated with vaccination {44 %), the belief that vacci-
nations should be provided by other primary care pro-
viders {41%}, and lack of adequate vaccine-storage and
-handling facilities (32%).2¢ Nevertheless, studies have
shown that most obstetrician-gynecologists fee! that the
provision of vaccines should be within the scope of their
responsibilities.? As noted previously, human papillo-
mavirus vaccine and vaccines that are currently being
developed to prevent other sexually transmitted infec-
tions primarily target early and middle adelescents be-
fore sexual debut. In contrast, obstetrician-gynecologists
see relatively few women before mid- to late adoles-
cence® and, thus, have relatively few opportunities to
vaccinate women before the initiation of sexual activity.

Studies have demonstrated interesting patterns asso-
ciated with the administration of vaccine in Ob-Gyn
practices. One survey noted a wide range in knowledge
level among obstetrician-gynecologists regarding vac-
cne-preventable diseases, immunization recommenda-
tions, and vaccine safetv.? In another recent survey of
obstetrician-gynecologists, provisien of vaccines was as-
sociated with working in a muluspecialty practice and
identifying oneself as a primary care provider.?® Almost
all of the respondents indicated a willingness to admin-
ister vaccines to adult women 1o prevent human papil-
lomavirus-associated cervical cancer and infections
caused by genital herpes simplex virus (92% and 21%,
respectively}, Recommendations from the American
College of Obstetricians and Gynecologists {ACOG) were
viewed as the strongest determinant of practice-specific
decisions on the use of newly licensed vaccines. Al-
though vaccination has not traditionally been stressed by
obstetrician-gynecologists,? >%0% of respondents felt
that the ACOG should make the development of educa-
tional tools reiated to vaccination of obstetrician-gyne-
cologists’ patients a priority, which suggests a willingness
among obstetrician-gynecclogists 10 integrate immuni-
zation more formally into their routine practice guide-

lines.?s Hence, support from the ACOG will be key in
determining whether more obstetrician-gynecologists
adopt immunization services as part of their routine
scope of care and offer vaccinations to adolescents.

STD Clinics
STD clinics serve a high-risk population that tends to be
poor, relatively young, male, and uninsored. Altliough
most have access ro primary care, their clienrs com-
monly seek STD-clinic services because of the availabil-
ity of walk-in services, low cost of care, privacy or con-
fidentiality concerns, convenience, or the expertise of
STD-clinic providers in treating sexually transmitted in-
fections.®® In response to recommmendations from the
Advisory Commitiee on Immunization Practices, the In-
stitute of Medicine, and the CDC, many 7D clinics have
successfully implemented hepatitis B immunization pro-
grams,? 2 which suggests that such clinics may repre-
sent an effective capture point at which some adoles-
cents at high risk might also be able 10 receive
vaccinations to preveni other sexually transmitted infec-
tions such as hurnan papiliomavirus.223! However,
some of the difficulties encountered in efforts to institute
hepatitis B vaccination in STD clinics may also apply to
other vaccination initiatives that may be proposed for
these sertings. Studies have found that approximately
half of STD program managers nationally do not view
hepatitis B vaccination as a project responsibility.242®
Major barriers that have prevented seme STD clinies
from instituting hepatitis B vaccination programs in-
clude lack of adequate funding for procurement of vac-
cines and inadequate respurces to implement effective
vaccination efforts.® In addition, in typical underfunded
and understaffed STD clinics, prevention strategies that
require personal counseling or injections may be rele-
gated to secondary status.?? Other specific issues encoun-
tered with hepatitis B vaccination efforts in STD dclinics
include difficulty tracking clients who are highly maobile
and who value anonymity,2** variable rates of comple-
tion of the immunization series, 2 and relatively low
vaccine acceptance rates.?33

There are several challenges related o the potential
provision of new vaccines to adolescents through STD
clinics. As the range of vaccines recommended for ado-
lescents increases, it is hard 1o know whether many STD
clinics will consider providing vaccines to prevent con-
ditions other than sexuvally transmitted infections or
whether they will limit their efforts to vaccines such as
hepatitis B and human papillomavirus vaccines thar pre-
vent diseases commonly acquired by sexual contact. The
~2-t0-1 male/fernale ratio among STD-clinic clients?:
limits the number of individuals receiving services at
STD dinics who could directly benefit from the human
papillomavirus vacdne. In addition, although STD dinics
see young aduits and some older adolescents,?® they are
unlikely te have much contact with the voung adoles-
cents who are the primary target group for most adoles-
cent-immunization efforts. Funding sources and vac-
cine-procurement efforts aise must be ensured for
vaccination efforts to be successful in STD clinics. Fi-
nally, STD dinics serve a small, defined population,?
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which limits thie potential impact of vaccination efferts
in this setting on overall adolescent-immunization rates.
Nevertheless, despite these considerations, STD clinics
can play an important role in efforts 1o vaccinate the
particularly high-risk group of adolescents that they
serve.® As such, they should not be overlocked as com-
prehensive strategies are developed to vaccinate as many
adolescents as possible.

Hospital Emergency Departments

Inn 1995, the American College of Emergency Physicians
{ACEP) published a policy statement recognizing thar
underimmunization of children is a serious problem in
the United States and that populations at greatest risk,
including the urban poor and ractal and ethnic minori-
ties, often vse emergency departments as their principal
source of primary care.®® A subsequent study has noted
that 5% of all adolescents nationally and 7% of non-
white adolescents report that emergency depariments
are their only source of medical care.* Adolescents are
particularly likely to use emertgency departments for
episadic medical care, % and the vaccine they currently
are most likely to receive there is the tetanus-diphtheria
toxoid booster.*® For other vaccines, emergency depart-
ments usually refer adolescents to primary care provid-
ers.

Although the 1995 ACEP policy statement and its
2000 revision encouraged an active role by emergency
deparmment personnel in childhood vaccination efforts
{including awareness of currently recommended immu-
nization reconmmendations, screening of imymunization
status, education of parents, referral of patients with
deficient immunizations, and administration of vaccina-
tions in certain circumstances),*# 4 the ACEP has not
published specific policy recommendations concerning
the vaccination of adolescents in emergency depari-
ments. Furthermore, the potential for large-scale routine
provision of adolescent vaccinations in emergency de-
partments has not been systematically evaluarted but
would most likely not be cost-effective from. an institu-
tional perspective. Because emergency departments are
generally not reimbursed for the provision of preventive
care services, vaccine-purchase costs incurred by emer-
gency departments and administration fees associated
with vaccination would not necessarily be reimbursed by
all insurers. As a result, emergency departments would
have to absorb or shift vaccine costs for some patients.
Furthermore, although emergency departments may en-
roll int the federal Vaccines for Children (VFC) program,
administration costs related to providing vaccines in
emergency departments are believed to significantly ex-
ceed VFC reimbursement levels for vaccine adminijstra-
tion.*2 In additon, unreimbursed personnel time and
decreased operating efficiencies that result from provi-
sion of vaccinations would constitute opportunity costs
for emergency departments that consider broad vacdna-
tion initiatives,

Although emergency departments are able to partic-
ipate in adolescent-vaccination programs, their core mis-
sion of providing acute care is inconsistent with the
routine provision of prevenrive health services. Al-
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though seme pilot studies have demonstrated the effi-
cacy of vaccinating hard-to-reach populations in emer-
gency departments, % the impact of those efforts has
been questioned because of a lack of sustained program-
matic success, In addition, a limited ability to ascertain
adolescents’ immunization status in the emergency de-
partment and a general reluctance of parents to allow
their children to be vaccinated during emergency de-
partinent visits, especially if immunization records are
not readily available, continue to be barriers that hinder
efforts 1o provide vaccinations there.¢4? Hence, it is un-
likely that the routine administration of vaccines to ad-
olescents in emergency departments will soon become a
widespread practice or will have a substantal impact on
adolescent-immunization rates. Nevertheless, because
emergency departments provide services to large num-
bers of adolescents who do not routinely receive preven-
tive care elsewhere,? their potential to contribute to
adolescent-vaccination efforts should be explored fur-
ther. With more widespread access to immunization-
information systems, adequate reimbursement, and po-
tential support from the ACEP, efforts to provide routine
vaccinations te some adolescents during emergency de-
partment visits may eventually become more feasible.

Family Planning Clinics
Approximately 3100 Title X and other family planning
clinics provide gynecologic care and contraceptive man-
agement to US adolescents and aduits, often focusing on
economically disadvantaged and high-risk populatiens.
They primarily serve young women who seek confiden-
tial family planning services.*® Nationally, the population
of dients of family planning clinics is 631 % non-Hispanic
white, 19% black, 14% Hispanic, and 7% Asian or of
another race.®® Qverall, 30% of all women served at
family planning clinics are younger than 20 years. Mi-
nority and economically disadvantaged patients are
more likely to receive services at family planning clinics
that are run by hospitals, public health departments, and
comununity or migrant health centers than at indepen-
dent or Planned Parenthood facilities.*" Many family
planning dinics are located in rural communities and
serve otherwise hard-to-reach patient populations.
Family planning clinics’ orientation toward serving
voung, economically disadvantaged women and those
who do not have easy access to other sources of care
could potentiaily contribute significantly to vaccination
efforts among these populations of adolescents. Maore-
over, many family planning clinics have successfully
implemented previous recommendatious to provide
hepatitis B vaccinations to their adolescent and high-risk
adult clients.’-*2 Such efforis are likely 1o serve as a
model for them if they expand their efforts to immunize
adolescents and young women by providing other vac-
cines as well. Furthermore, the human papillomavirus
vaccne may he particularly well suited to be provided to
women who obiain care in this setting, because it is
licensed for administration 1o women up 10 age 26 and
the timing of vaccination can be coordinated with their
regular return visits for Depo-Provera injections or oral
contraceptive refills, However, there are some potential
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challenges associated with efforts to immunize adoles-
cents in family planning clinics. As is also the case with
Qb-Gyn practices, almost all women who receive ser-
vices at family planning clinics are sexually active, which
makes it unlikely that family planning clinics would be
able 10 vaccinate many adolescents before their sexual
debut. Parients’ confidentiality concerns may dissuade
family planning clinics from notifying their clients’ pri-
mary care physicians that they have provided vacdna-
tions.#5 Requirements for parental consent or notifica-
tion before vaccdnpation may also be a barrier. In
addition, family planning clinics may not be inclined to
be a setting for the provision of vaccines to prevent
conditions other than those that are specificaliy associ-
ated with sexually-transmitted infections. Nevertheless,
family planning clinics can certainly contribute to ado-
lescent-immunization efforts, particularly in rural areas
and for adolescents who are unlikely to receive preven-
tive health care services elsewhere.

Teen Clinics

Teen clinics are facilities that provide services exclusively
to adolescents. They are usually staffed by cormmunity
health centers, local health departmenis, hospitals, man-
aged care organizations, or nonprofit agencies. Most
teen clinics receive some federal funding. The majority
ol their vaccine supplies come from the VEC program.
Many operate as drop-in clinics that neither require
clients to make appointments nor require that they have
an established relationship with the facility. A survey in
1 community found that 15% of urban youth received
services at a teen dinic, with higher percentages found
among clder adolescents than younger adolescents.™
Nationally, the proportion of adolescents who use teen
clinics is unknown. However, 24% of US adolescents
usually obtain primary care services from some sort of
health center or clinic®; of these, presumably many are
seen in teen clinics.

Teen dinics predominantly serve economically disad-
vantaged and uninsured teens whe choose to receive
medical services thete because of convenience of sched-
uling and location, ease of access, low cost, the desirabil-
ity of receiving services at a facility that is exclusively
oriented to teens, or the perceived expertise of clinic staff
or who seek assurance of confidentiality {particularly
arcund the onset of sexual activity).**% Although some
adolescents consider a teen clinic 1o be their medical
home, others maintain a medical home elsewhere and
only use the teen clinic on an episodic basis. 5>

Almast all teen clinics offer adolescents the hepatitis B
vaccine.’2%? They are likely to also offer most of the other
vaccines that have recently been recommended for ad-
clescents. Although teen clinics have been very success-
ful in their vaccination efforts, they have reported that
their most significant difficulties are in (1} getting their
patients t¢ complete vaccination series that require mul-
tiple injections and {2} frequent unavailability of up-to-
date immunization records.®% These hurdies are not
specific to teen clinics and have not prevented many of
them from successfully offering vaccinations. Thus, teen
clinics are likely to remain important venues for adoles-
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cent vaccinaticn as the number of vaccines recom-
mended for adolescents increases.

Publiic Health Department Immunization Clinics

Vaccination is a shared responsibility between private
providers, publidy funded clinics, and public health de-
partments.® Currendy, health departments continue to
play an important role in vaccine-related efforts, partic-
ularly as a safefy-ner provider of immunizations for
those who cannot afford the cest of vaccnations or do
not have an establishied medical home. s Ninety-eight
percent of heaith departments continue to provide ado-
lescent-vaccination services.® In addition, health depart-
ments help coordinate efforts to immunize hard-to-
reach populations and improve community-wide
immunization rates.

Fifty-six percent of public health department immu-
nization clinics use tracking and recall systems, and 38%
use vaccination reminder systems.®® Fifty-five percent
have reported using medical charts to store vaccnation
histories, and 83% store vaccination information in an
electronic database.s However, only 5% of clintics rou-
tinely communicate vaccination activities to primary
care providers.ss

As a result of shifting responsibilities and funding
sources, the role of community health department im-
munization programs as changed from one of the tra-
ditional “vaccinator of choice” to that of “safety-net pro-
vider.” This role is likely to continue with the advent of
new adolescent vaccines.

COMPLIANCE WITH THE NVAC QUALITY STANDARDS

Table 2 describes the ability of candidate health care
settings outside the traditional medical home {0 comply
with the 7 NVAC quality standards {which are described
in detail in Table 1). Each of the candidate settings
evaluated has a basic capacity to meet these standards,
although the extent to which they do so varies.

CHALLENGES AND BARRIERS TO PROVIDING VACCINATIONS
TO ADOLESCENTS

Table 2 also summarizes how site capacity and other
constraints may affect the ability of the various sertings
to provide vaccinations to adolescents. Of parricular im-
portance js that sites have an orientation toward the
provision of preventive care services to adolescents and
demonstrate a willingness to assume responsibility for
providing routine immunizations to adolescents. These 2
crucial attributes will affect the contribution that health
care settings outside the traditional medical home can
make to adolescent-immunization efforts.

EXPECTED HEALTH OUTCOMES

Additional study will be required 10 determine how con-
sistently each site is able t¢ meet the 7 NVAC quality
standards. It should be noted that sites’ organizational
imperatives may not be consistent with, or may even
conflict with, core competencies (eg, confidentiality con-
straints may conflict with data-sharing needs, and an

PEDIATRI;S Vollirng‘]‘g I1 Supplerment 1, January 2008 541

nma



emphasis on treating acute conditions may confiict with
an emphasis on providing preventive care)

Implicit in efforts to offer adolescents a host of new
vaccines in a variety of settings is the requirement for
information sharing among health care professionals.
Electronic immunization-information systems (regis-
tries) that are widely accessible are crucial if these efforts
are 10 be successful. At present, ~85% of CDC-funded
immunization-information systems include adolescents
{D. Bartlett, MPH, personal communication, CDC, April
13, 2006). However, relatively few heaith care facilities
outside the traditional medical home report that they
have access to immunization-information systems.”
This is especially likely to be the case for those health
facilities {eg, Ob-Gyn offices, STD clinics, and family
planning clinics} that primarily serve an aduit popula-
tion. Now that data specifications for immunization-
information systems have been defined, future efforts
should focus on enrcllment and participation of provid-
ers working in health care settings beyond the tradi-
tional medical home.

In addition to the provision of vaccine, the capability
of health care settings beyond the traditional medical
home to collect and report data regarding vaccine-cov-
erage rates and vaccine-related adverse events must be
examined. Successful data-collection efforts depend not
only on a site’s capability and willingness to collect and
report data but also on the ability of the local public
health department to collect and analyze them. As has
occurred with community-based immunization-infor-
mation systems, collaboration is facilitated by clearly
defined business rules that define what type of daia are
to be shared, who shares the data and with whom, and
the preferred data-exchange formai. Each of the candi-
date sites examined has tlie capacity to provide data, but
not all of them are equally capable of providing the
many types of information of interest.

Another variable that must be considered when de-
termining the potential to deliver vaccines at each site is
cost. The average unit cost for delivering adolescent
vaccinations <an be calculated for each specific delivery
seiting by analyzing standard workflow and using
econometric methods. Pharmacies and public health
clinics are already engaging in this process. Costs for
patients will affect vaccination uptake. Although some
sites parricipate in the VFC program, expanding VFC
participation to additional facilities is a crucial compo-
nent if efforts to vaccinate adolescents are to be success-
ful.

Some have expressed concern that the provision of
vaccinations outside the traditional medical home may
interfere with the receipt of other preventive health care
services that are typically received in traditional primary
care settings.t” However, there is limited evidence that
adolescents forego preventive health care services pro-
vided in primary care settings if they receive vacdna-
tions elsewhere.®® The risks and benefits must be
weighed. Data from the 2003 National Survey of Chil-
dren’s Health indicate that ~60% of adolescents do not
receive care from a medical home.®® Thus, it is likely that
many of the adolescents who seek services in the settings
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described in this article cannot identify a primary care
provider* and, thus, would be unlikely to receive vac-
cinations elsewhere, whereas others who have primary
care physicians seek care outside the traditional medical
home out of convenience or because tliey want the
assurance of confidentiality.-** Minorities, immigrants,
and persons who engage in high-risk behaviors are par-
ticularly likely to use health care settings outside the
traditional medical home®**6%; these groups would ben-
efit from having vaccination services available in such
settings. [n addition, many adolescents use more than ]
site of care®®; making vaccinations available to these
patients at various sites could significantly increase the
likelihood that they will be vaccinated. The key to such
an approach is ready access to vaccination records
through the expansion of immunization-information
systems to include all adolescents by increasing the par-
ticipation of providers outside of the traditional medical
home.

Statutory requiremenss that necessitate parental con-
sent for adolescents’ receipt of preventive care services
and inununizations diminish the ability of adolescents to
receive vaccines outside of the iraditional medical
home.”™ Adolescents who seek medical care in such set-
tings often are unaccompanied by a parent or guardian.
Although states generally allow adolescents te consem
to receive confidential reproductive care, few states have
statutes that specifically allow adolescents to provide
their own consent for routine preventive medical care
services or vaccinations.” Most slates’ laws do not ex-
plicitly determine if vaccines to prevent sexually trans-
mitted infections fall under parental consent rules or
would be exempt from those rules; hence, this remains a
gray area. In addition, federal law requires that a parent
or legal guardian be provided with an approved vaccine-
information statement before vaccines can be given to
unemancipated minors. These lactors limit the extent to
which vaccines can be provided 1o adolescents who seek
confidential medical care and should be addressed i
widespread adolescent-vaccination cfforts are to suc-
ceed.

CONCLUSIONS

Each type of setting evaluated in this article has
strengths and weaknesses with regard to its ability to
deliver vaccines to adolescents. Some serve hard-to-
reach groups of individuals at high risk, whereas others
serve those who seek specialized or confidential services,
In addition. many adolescents obtain medical care in
more than 1 type of setting.’8%° Hence, an approach that
provides easy access to immunization records and allows
adolescents to be vaccinated in multiple setrings would
be benefical # high immunization rates are to be
achieved in this population. Because conditions and pat-
terns of health care utilization vary geographically and
according to community characteristics, local health au-
thorities should consider the following factors when
evalualing how best to provide vaccines to adolescents in
their communities:
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1. demographic characteristics of the community and
local patterns of health care utilization;

availability and utilization of health care settings out-
side of the traditional medical home;

ks

3. ability of vaccination sites to meet NVAC practice
standards;

4, volume capacity of each site;

5. extent of participation in immunization-information
systems; and

6, whether the provision of immunizations corresponds
with the core mission of potential sites.

In most communities, immunization-delivery sys-
tems that combine the resources of the traditional med-
ical home and other health care settings are necessary to
achieve optimal adolescent-immunization rates. A col-
laborative approach that enlists public health depart-
ments and community providers representing all of
these settings would benefit local adolescent-immuniza-
tion efforts by identifying approaches that would most
readily be applicable to specific communities.

Health care settings beyond the traditional medical
home have an important role to play in the provision of
vaccines to adolescents, especially for those who are
unlikely to receive primary care medical services
through conventional venues. Although several chal-
lenges exist, these health care settings can serve a pivoial
and complementary role in ensuring that all adolescents
receive recomimended vaccinations.
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Vacecine Administration Record {VAR) Informed Consent for Vaccination For Al Health Care Providars® i
PATIENT: COMPLETE SECTICNS A, B, C 1

SECTION A Ploase print clearty, \ /
Home Phone Date of Birth Age Gender M

i 1 Lr._l..wﬂ_ll.__.lHM_HMﬂM_ Male fFemale

First Name Ml Last Name - _

Wi I ST CITTIIIIT TTTT
CLIT TITITTICLLaT0T [IID) (11 CTT T
0 O O O O FHHﬁwzuu.ﬁwk%
H

Pri ician Name (If known i
.,z_._.__mQ_Ommml _#“zm_n_m_._ ame (f known) Enysidanbhone. - P ..m oo “_

R O L

Physician Address - . Cit + - State

e S _ T 4 T ol L

IR T T | ; ._. FTHHﬂHEHH.& L H._. R .HL! i oty 2l g
SECTION B The following questions will help us determine your eligibifty to be vaccinated ioday. For Al Vaccines: Please answer questions 1-12. ves | wo | DON'T
For Live Vaccines {e.g. Flu Nasal Spray or Shingles): Please answer questions 1-19. KNOW

1. Which vaccines are  you requesting to have administered today? Pleasa ninr all requested vaccines:
[ JFAuShot | | FluNasal Spray (five - ages 2 to 49 only) [ " Pnegmonia [ ]Shingles [ Other
2. Boyou feel sick today?

3. Do you have altergies to medications, food or vaccines? (Exampies; Eggs, Bovine Protein, Gelatin, Gentarnicin, Polymyxin, Neamyein, Phenol or Thimerosai)
If yes, please list the allergies:

4. Have you received any vaccinations in the past 4 weeks? I yes, please {ist the vaccination:

m 5. Have you ever had a serious reaction to an infiuenza vaccine or any other vaccing in the past?
O { 6. Have you ever had a seizure disorder for which you are on seizure medication(s), a brain disorder, Guillain-Barrs Syndrome {a condition that causes paralysis) or
m other nervous system problam?
2 17 Are you 65 years of age or clder?
m 8. Do you smoke?
9. Do you have a chronic condition or long term health probiem? if yes, please check all that appiv.
[ ‘memia [ Jastwna [ ]Diabetes | Heartdiseasa | | Kicneydiseass [ 1 Liver dissase lungdisease [ | Other

10, if you answered YES to question #7, 8 or 9, have you ever had a preumonia vaccination?
11 Areyou 3 health care worker?
12. For women: Are you pregnant or considering becoming pregnant in the next month?

13. Do you have cancer, leukemia, lymphoma, HIVAIDS or any other immune system disorder or are you in contacl with anyone who has a severgly
weakened immune system?

14, Are you cuirently on homs infusions, weekly Injections and/or taking medisations such as Remicade®, Enbrei®, Humira® or Kineret®?
Please refer 10 your health care provider if unsure about medication history,

15. Do you take cortisone, predrisone, other sterpids, anticancer drugs or have you had radlation treatments?

16. Have you received a transtusion of bloed or blood products, or been given a medicine caled immune (gamma) globulin in the past year?
17. Are you fecelving aspirin therapy or aspirin-containing therapy? (18 years of age and younger anly)

18. 11 the patient receiving vaccine is under 5 years oid, doss he/she have a history of asthma or wheezing? (for Flubist® only)

18, Does the patient have a nasal condition serious enough to make breathing difficult, such as a very stufty nose? ffor FloMisi® oniy)

SECTIONC
| certity that | an: i} the Patient and at leasl 18 years of age; {il) the parent or fegal guardian of the minor Patient; or B the legal quardian of the Patient. Further, 1 hereby give Ry sonsent to te health care provider of Walgreens of Take Care

Health Services, as applicable, to administer the vaccine(s) | have requested above. [ understand (hal it is nat possible to predict al possible sfde sffects or complications associated with receiving vaceineds). | understand the risks and benafits
associatad with the above vacines) and have receives, read and/or had explained fo me the Vacgine Information Stataments on Ine vacsine(s) | have slecled to receive. | also acknowlede that | have had a chance to ask questions and that such
guestions ware answered 1o my saistaction. Further, | acknowledge that | have been advisad to remain near the vaccinatipn Jacation for approximately 15 minutes after administration for shsarvation by the adrrnistering health care provider. On
bahalf of mysef, my heits and personel representatives, | hereby release and hokd harmiess Waigieans or Take Care Health Services, as applicable, iis staff, agents, succassors, divisions, afliliatas, suhsigiartes, officers, direciors, contraclars and
emplayees from any and afl liabililies of claims whether kntwn of urknown arising out of, in conrection with, or in any way related to the administration of the vaccineds) listed above. | acknowladge that: (a) | understard the purposes/benaiits of
my state's immunization registry (*Registry™; () tmay, if my state permils, ohject to Welgreens disclosiig my Immunization intormation to the Reglstry by praviding Walgreens with a state approved Registry disclosure gt out form fwhich | may
Tequest and obkain from Walgreens, If permbtted by my statel; and {c) unless F provide Walgreens with an approved opt out form, | have elecled participate in the Regisiry and consented 1o Wagreens reporting my immunization inlormation, |
euthorze Walgieans of Teke Care Hesllh Services, as applicable, 1o {) release my medical ar other Informatian, incluging my communicatile dissase {ingluding HIVI, mental health and dreg/afeohol abuse information, to my healin care professionale,
Medficare, Medicaid, or alher third party payor as necessary to effectuate care or payment, (7) subrit a claim Io my insurer for the above reuested iems and services, and {iily request payment of aulhorized benefits be made on my behalf i
Waigreens or Take Care Health Services, as appBeable, with respect 10 the above requested Hems and services. | further agree to be fully financfally respensible for airy co-sharing , including co-pays, coinsuranca, and
deductibles, for the requested ftems and services as weil as for any requested items and services not covered by my | benefits. f understan that any payment for which | am financially responsihie ts due 3t
1ha itme of service er, If Walgraens or Toke Care Health Services involices me after the Sime of service, upon recelpt of such invoice.

LIVE VAGCINES

Patient Signature: Date:
{Parent or Guardian, If mincr)

SECTION b (HEALTH GARE PROVIDERS ONLY) The following section is fo ba complatad by the health care provider only.

Immunizer Name {prind): Immunizer Signature: RPh/PharmD/RN/LPN/LVN/NP/RA icircle one)
If applicable, Intern Name (print): Administration Date: Bate VIS given to Patient:

Vaccine Lot # Exp Date | Manufacturer | Dosage | Circle Sie of Injection | VIS Date | Date PNL Sent
inactivated influenza Cl-pf 0.5 mi L/R Deitoid IM 712612011
Pneusnccaccat polysaccharide 0.5 ml L/R Deltoid IM
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agents of Walgreen Co. or il subsitanies, including Take Care Health SyatemsS™, 11.C. 11PMO103







