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PSI_ 1 TEXAS VACCI NES FOR CHILDREN (TVFC) P
|l ntroduction to the 2021 Provi
for the Texas Vaccines for Chi
Program
| . Provider Manual nf ormati on
The Texas Department of State Health Services
has prepared the Texas Vaccines for
Children (TVFC) Providler Manual
Consultation on the poll icies in this
manual are conducted routinenym®$ﬁ t he

. nu al I's to consc
Centers.for Di sease Coln ¥V£i ang ASN policies ¢
Prevention (CDC), the [Cemt&drmdiOiron into|one sc
Medi care and Medicaid [Services (CMS),
DSHS, and other organijfzations.
The purpose of the TVFC Provider Manual
is to consolidate TVFC policies and informat.
consult the manual as needed, for the handl in
vaccines. Throughout the year, the DSHS | mmun
new policies via official policy letters, mem
newsl|l etter, TVFC/ ASN Digest. This manual will
review annually. Both the manual and the | ate
Digest Newsl|l etter can be found on the DSHS I m
|l I .Public Health Law Establishing the V
Children (VFC) Program

The federal VFC Program is authorized by the
Reconciliation Act (OBRA), Section 1928 of th
Funding from the federal VFC Program is suppl
funds that allow the feder al purchase of vacc
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Revenue funds to support TVFC, and al/l I mmuni
Texas. Section 317 of the Public Health Serwvi
purchase of vaccines to vaccinate children, a
317 discretionary funding also supports i mmun
at the |l ocal, state, and national l evel s.

TVFC enables over 4.3 million Texas children

i mmuni zations. This is accomplished through a
by DSHS and with assistance from DSHS Public

contracted Local Health Departments (LHDs). T
as Responsible Entities (RE) to ensure compl:i
standards and the effectiveness ofemwracliclieme®e di
site, you wil/ contact your RE for more infor
required vaccine reporting.

I ' IVi si on and Mission of the DSHS | mmun
Vi sion

To create a Texas-preeenothbVacdiseases.

Mi ssi on

To remove barriers to complete and timely vac
coverage | evels and r educeprtehvee nbtuarbd een do fs evaascecs
all Texas infants, children, adolescents, and

| V.Goal s of the DSHS | mmuni zation Uni' t

1T Raise and sustain vaccine coverage |l evels fc
T I mprove adol escent vaccine coverage | evel s.
f I mprove adult vaccine coverage | evel s.

T Prevent and reduce cases of vaccine prevent e
f Maintain and i mprove public health preparedr
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Pg . 3 TEXAS VACCI NES FOR CHILDREN (TVFC) P
f Promote and practice the safe handling of ve
accountability of all program components.

V. Goals of the TVFC Program
T EIl'i minate vaccine cost as a barrier to I mmur

T Reduce the need for referrals by private cli
keeping chil dimedi cal bpheimecomprehensive heal't

1T Provide a vaccine delivery system that 1is bc
public and private enrolled sites.
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CHAPTER 1: TVFC SI TE ELI GI BI LI
AND ENROLLMENT

|l . Signing Clinician Eligibility Requir
To be eligible to enro
Program, signing clini NOTE:
of the following: Eligible signingj|cliniec
T MD
f Medi cal Doctor ( MD) T DO
T NP
1T Doctor of Osteopathy 1 CNM
9" Nurse Practitioner (N T PA
T RPh
T Certified Nurse Midwi
T Physician Assistant .
1T Registered Pharmacist (RPhHh)
|l I .Enrol |l ment Requirements
A. Specific Terms of Agreement

To participate in the TVFC Program, each sign

follow al/|l program requirements. By signing t

the office and all practitioners associated w

foll owi ng:

T To submit a profile representing popul ati ons:s
annually.

T To screen for and-edoicguinbeinlti tTyW FoCf al | childre

i mMmmuni zation encounter .

T Admi ni ster TVFC vaccine to al/l chil dren 18
meet the established eligibility criteria.
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1T Comply with appropriate vaccination schedul e
contraindications that are established by ¢t
| mmuni zation Practices (ACI P).

T Maintain all records related to the TVFC Prc
and upon request, make these records avail at
T I mmuni ze el igible chisluprpdn ewli tvlacpru mlei alty no
the patient for the vaccine.

f Not charge an administration fee in excess
1T Not charge an administration & eldeadalot Medi cai
| nsurance Program (CHIP) patients.

1T Not deny administration of a TVFC vaccine tc
the inabilit® o@lareméeée ohilgdardi an to pay the
fee.

T Not send a patient to collections or charge
no+pay ment of a TVFC administration fee.

f Provide a copy of the most current Vaccine |
(VvlI's) for each vaccine at the time of admini
T Comply with the TVFC Program requirements fc
i ncluding ordering and proper storage and he
T Not be cited or terminated from Medicaid or
1T Operate within the TVFC Program in a manner
and abuse.

1T Participate in TVFC compliance site visits,
and ot her educational opportunities, as req.t
T Acknowl edge that the DSHS I mmunization Uni't
agreement at any time for failure to comply
requirements. I f the agreement i s terminatec
agrees to return all/l TVFC vaccines.
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f Monitor the operation of storage equi pment

f Maintain all documentation, such as vaccine
| ogs.

1 Document TVFC vaccine inventory informati on.
1 Pl ace orders for additional TVFC vaccine 1in
I nventory (EVI) system.

1T Report vaccines activities on a monthly bas
1T Track and document doses administered.

1T Oversee proper receipt and storage of vacci
1T Organize vaccines to monitor expiration dat
1T Ensure vaccine is stored and handled approp
viabil it

1T Review and analyze temperature data at | eas
temperature trends.

1T Respond -Dér aonugte t emperatures excursions or r
event of an emergency (unit failure, power

1 Oversee proper vaccine transport when neces
emergency) .

T Ensure other staff are trained in the prope
vaccines.

T Noti fy RE of staff champgesaccp miemary, dbaak or
signing clinician).

C. Il ni ti al Enrol |l ment

The first step in joining the TVFC Program i s

Agreement .

DSHS |

mmuni zation Unit at the phone number |

Il f you need assistance, you should
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form. The TVFC Program Agreement is available
Unit website at www. dshs. texafsapgroovv/ iidrenrusn.iazsep/ xt.

The TVFC Program Agreement must be compl eted

The agreement includes basic information abou
signing &l ireispoarsi bilities. The signed agreen
and processed by the TVFC P
before the clinic receives
NOTE: eradfluwded vaccines.
I f the signing clfinician | eaves
the practice, the| ®iloghlagnempsed health care st
vider Agreement mupgP, bENMP-PA, or RPh) at the
d?ted and ?'Qn?d bﬁa?engw%scri bing authority
signing clinician
|l i sted on the TVFC Program
Form. The | isting must al so
signing &l imifoiranati on.
I nformation required for al/l |l i censed health
17 Name,
T Title,

T Texas Medical/ Nursing/ Pharmacy License Numbe
T Nati onal Provider I dentification (NPI).

I f the signing clinician | eaves the practice,
must be updated and signed by a new signing ¢

The profile section of the TVFC Program Agree
about t&e paittient popul ation, which includes t
identification of clients the clinic wildl ser

sites must provide accurate data from the pre

also include the number of insured patients s
numbers must be specific to the clinic site a
cl i dbpatsi ent number s. Data sources may come fr ¢

T I mmuni zation registry,

1T Benchmar ki ng,
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f Number of Medicaid Claims or other Dbilling ¢
1T Client encounter dat a.
The RE will assist the staff through the enro

members at each site must be desdiupnataesctiae pr
coordinators. The two staff members wil/| be e
compl ete the twoififeewuGaleld t&€tbDecCaBhonhg modul es ai
the most current TVFC Provider Policy Trainin
enroll ment. After completing the modules, the
must be electronically uploaded to the TVFC P

The RE wil/l provide education by

conducting an initial wi t h

the primary-upnao alcaa ke NOTE:

coordinators. Il n order to participate

To participate in the TvVFEC Program, Sitff mus
enroll ed in and fteport

must enroll in and repl Texas | mmunizatio¢n Reqgi

| mmuni zation Registry 'mmTrac2.

RE wi || provide necess

| mmTr ac 2.

The RE will submit required paperwork to the

DSHS I mmuni zation Unit checks the 6&f f(iCleG)of t

Li st of Excluded Individuals or Entities to e

professionals |isted on an enroll ment form ar

TVFC Progr am.

Once the forms are approved by the DSHS | mmun

|l denti fication Number (PIN) is iGsvuadciifbe PI

account number for the &@uemtoloinmerdt tihe tche nTY

Progr am.

The PIN is required to be included on all TVF
Sites must enter their TVFC PIN into their I m
I nformation regarding I mmTrac2 may be found i

Documentation Requirements and on the +mmTrac
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site wil!/ be contacted by the RE to schedul e

D. TVEC Enrol |l ment Vi sit

Al l new sites to the TVFC Program must receiyv
receiving vaccine. When the RE visits the new
units in the office Iis performed to ensure ad
units are being used. A certified and calibra
units that will store TVFC vaccine, and tempe
twice daily for seven (7) operational days be
received. A training for new clinics is condu
to ensure they are understood and foll owed. T

ically takes a minimum of three hours. The primary and back-up vaccine

coordinator mu st both be available to meet Wi
the initial enrol |l ment visit.
Il nformation for new Ssites is available at W W W

tvfc/pr-emidelFrment . aspx.
Training for new sites will include the follo

T Review and confirmation that the staff under
TVFC Program requirements.

T Confirmation of the following:
T Proper equipment is available to store T\

1T The staff understands how to properly stoc

TVFC vaccine, and
T The staff knows who to contact i f probl er
T Verification of the foll owing:
T Facility information provided on the init
i nclude:

T Shipping addr ess,
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f Phone number s,
1T Emai | address of signing clinician ( mt
characters), and
T Medi cal |l icense numbers and NPI of all
healthcare professional s.
T A primary -aumpd vimeaaack ne coordinator have be
T A plan for routine vaccine management i s
1T There are adequate water bottles in the
water bottles in the freezer.
1T Vaccine storage units have enough storage
the maxi mum capacity of vacci-meas chomdci al |
or flu season
1T Review the following for ms:
1T Vaccine choice
f Vaccine management pl an
T Training also includes a review of the follc
T TVFC Program Provider Manual
f Vaccine ordering and accounting in EVI
1T Proper vaccine storage and handling
1T Vaccine quarantine bag
T I mmuni zation guidelines and schedul es
f Texas school and daycare requirements
T I mmTrac2, 6lTremxuansi zati on Registry
f Forms and | iterature
f Vaccine Information Statements (VI S)
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1 Vaccine Adverse Events Reporting System (

f Vaccine safety and other resources

1 Standards of Child & Adol escent | mmuni zat

1 Standards of Adult | mmunization Practice:c
participate in ASN)

1T Vaccine types

T Admi ni stering vaccines

1 Schedule and intervals of wvaccines

1T Anatomic sites

1 Needl e sizes

1T Contraindications and precautions

E. TVFC Sit-apSet

Once temperature charts are | ogged twice daill
days and temperatures are within the required
TVFC Progranmpipreocsess and performs the foll o\
ensure that vaccines are stored and handl ed a

T Checks the equipment to include the foll owir
T Pl acement of data | oggers, probes, and c:
T Veri fies placement of or installs plug gt
T Trains the staff on these essenti al processe
1T Vaccine choice options
1T Establishing maximum stock | evels (MSLs)
T Online vaccine management i n EVI
T Setting up an initial order
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1T Completion of a vaccine management pl an

T Completion of a temperature recording for
1T Checks to ensure the following signage is di

the clinic.
f iVacci ne ManaBememmendati ons for Storage
Handling of Sel eoRPegdt &8 o(iofgi &wdisl abl e)

T AHow t o Administer I njections" Poster

f AGui de to Cont roRiosdiecati ons

T AGi ving All the Doses" Chart

1T Refrigerator Warning Signs

1T ADo Not Wsplieders on wall outlet and at t
T Provides i mmuni zat i ornups cshcendeudl uel se,s ,c artecshour c e

ot her materials.

I f any of the items above were not-eprobviddd t
site, contact your RE.
F. Vaccine Accountability
Vaccine accountability is a cornerstone of th
hi ghest priorities for the DSHS I mmunization
When a site enrolls in the TVFC Program, the
ity requirements as a conditi-enmroff!|l pdrsicepam
ensure the foll owing:
T TVFC vaccines are administered only to eligi
f Vaccine | oss and waste are minimized and doc
f Fraud and abuse (as defined in Chapter 6: Fr

occur .
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f TVFC vaccine inventory is accurately reporte
f Patients are screened at all I mmuni zation er
G. Provider I dentification Number

A PIN is assigned to new sites upon initial e
Program. The PI& wvactheeclaicmioant number for t
the c&d iemnrcol | ment in the TVFC Program.

The PIN is required to be included on all TVF
PI Ns are associated with site visits, vaccine
and for overall program operations. As a resu
created for sites in different physical | ocat
by the same clinic staff.

The TVFC PI N must be @&@&ntlenmdd aic? tulersiatce ount .

I nformation regarding I mmTrac2 may be found i
Documentati on Requirements and on the | mmTrac
H. Provider Change of I nformati on

It is the responsibilityenofoltlheed sstiatfef taot mahient
correct demographics, days and hours avail abl
shi pments, and profile information in EVI. Th
i mmedi ately if there is a new signing clinici

assigned the duties aspavpccmaeycoorbtdaoktor.
addi tion, i t i®s rtehsep osnistieb isltiatfyf t o update EVI v
i nformation.

New primary-uprvbhackne coordinators are requir
CDOYou Call toMedS8het 40 and 16 and the most <cu
Provider Policy Training modul e.

The TVFC Program agreement and prof&le must b
patient popul ation changes or when the signin
agreement form is no |l onger associated with t
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update current clinic information may result
negligent vaccine | oss.

Il . Annual-ERe ol | ment

TVFC-emme ol |l ment will take place in October, toc
year . The TVFC Program requires that the TVFC
profile be updated annually as these forms ar
enroll ment in the TVFC Program. TVFC sites th

Health Center (FQHC) or a Rur al Heal th Center
copy of the Centers for Medicare & Medicaid S
designating the sites as such.

The assigned primmprywyaanrd neacloordi nators are r
compl ete the most current TVFC Provider Polic
onlinenrell ment form each JYecaur .CaTllhe tdthweo SthdA s
training modules are rewammdddmeechtduring re

Certificates of Completion for the most curre
Training modul e for t huep pvraicntairnye acnodo rbdaicnkat or
upl oaded el ectroni catlelnyr oalsl npeanrtt porfo ctehses .r e

Clinics are required to be -enrolledntao tmheTT¥
Program. Staff that do not know their | mmTrac
contact their RE for assistance. I nformati on
found in Chapter 7: Documentation Requirement
tion Registry (I mmTrac2) and on the | mmTrac?2

Sites that fail-enwmolclomphteteamm@ot continue par
program for the upcoming year. Al sites that
renroll ment on file by the deadline will be s
complete a new enroll ment to participate in t
year foll owing al/|l approving processes. Vacci
interrupted for sites without current enrol |l m

NOTEFoOT sites that are also enrolled in ASN,
renroll ment forms have been ceommbolnlerdentntfoo ram.s
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J. Deputi zation of Clinics

Deputization is wused to support areas where a
serve an UNDERiIinsured popul ation. I f an FQHC
specified population, then DSHS PHRs and LHDs
serve as a "safety net" for the UNDERiIinsured.
deputi zation of public health department cl in
Aut hority (DOA) or deputization, all ows Texas
authority to DSHS PHRs and LHDs to vaccine UN
few exceptions, al/l PHR and LHD clinics must
Progr ams. UNDERinsured children served in FQH
are eligible for the federal VFC vaccine acco
l 1 I1Wi t hdrawal from TVFC

The RE must be conteancrtoeld eidf sai tTevRWant s t o wi t}
the TVFC Program. The RE will arrange to pick
assist with final paper wor k. Prior to withdra
clinic staff complete a Withtitadhd) &odmsgbmot
it to the RE.

| V.Suspension from TVFC

I f it is determined that the TVFC Program agr
requirements have been violated, the enrolled
program privileges. Suspension is dependent wu
noicompliance issues and/or failure to compl et
corrective action plans. TVFC corrective act.i
correct failures in vacci-oaempnainamgeeneinds wesl, no
i ncluding, but not | imitedebool Fmehurienta tobm
manner, failure in vaccine management, failur
screening, | mproper storage and handling prac
mont hly reporting requirements. Staff at susp
to complete additional training as part of a
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V. Termination from TVFC

A site may be terminated from the TVFC Progr a
noicompliance with TVFC requirements, such as
required corrective acti-cmsnpasaomcieated with n

A site may also be terminated for instances o0
described in Chapter 6: Fraud and Abuse, of t

Al l sites wild|l be notified of termination fro
from the | mmunization Unit Director. Terminat
from the TVFC Program for a period of at | eas
renroll ment following the minimum terminatior
approvatenroolrle from the DSHS | mmunization Unit
VI .Reenrol |l ment after Terminati on

I n the event that a ter mi nateed odiltmennits i apparhev
TVFC Program, completion of the most current
Training is required. Stadift emusdupatritorci prad ec
t hat any outstanding issues have been resol ve
review and assessment .

Sites that ar terminated for i nstances of fr

considerednfoll ment after one year, and only
rolled in Medicaid at tthat toif me

iduals and Entities (LEIE).

is actively e
Excluded | ndi

< S5 — O

The DSHS I mmunizations Unit has the authority
site is el-egrblke to tke TVFC Program.
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CHAPTER 2: TVFC PATI ENT ELI GI B
SCREENI NG

| . Patient Eligibility Requirements

A. TVFC Patient Eligibility Criteria

Any child who is 18 years of age or younger a
eligibility criteria |listed below is eligible

T Enroll ed in Medicaietljgoblies Medicaid
T I's UNinsured:;

T I's an American I ndian or Al askan Native (in
1603) ;

T I's UNDERiIi nsur ed:

T A child who has commerci al (private) heal
coverage does not include vaccines; or
T A child whose insurance covers only sel ec

(TVFA i gi bl eecboeraednvaccines only);

T Enroll ed in &héle@ht hdtesurance Program (CHI I

I nsured children who have Medicaid as their s
-el igible) are eligible for TVFC vaccine and
admini stration due to their i nsurance status.
The Texas Department of I nsurance (TDI) defin
contract that requires a health insurance com
heal th care costs in exchange for a premium.

UNi nsured or UNDERinsured (for the purpose of
have one of the f oibt b@hiemag tthy penssuafance:

T Sho4tterm maj or medi cal

T Li mited benefit health insurance
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D. Ni net eYeena-Ol d s

Patients who are 19 years of age and who prev
series under the TVFC Program, but have not c
compl ete the series using ASN vaccines regard
I nsurance status. The vaccine must be adminis
clinic. This provision only applies to patie
their 20th birthday.

NOTEAfser oies this case is specific to two dose
doses of Hepatitis B; two or three doses of H
doses of MMR; three doses of Td/ Tdap; and two
policy does not apply to MenB, polio, Hib or
al so does not apply to booster doses.

|l I .Patient Eligibility Screening Record
Screening for patient eligibility is the foun
accountability. Screening all children at eve
documenting eligibility screening at every vi
that TVFC vaccine i s-eusiegd bolnel yc hfiolrd rTeWFC As s u
compliance on screening for eligibility is re
screening results in the administTWWRCon of TV
eligible child, staff are responsible for doc

Borrowing Form (sidkkl)hoandc&Filhmedi ately repl a:
i mproperly used TVFC vaccine with private sto

Eligibility documentation of each child recei
i's required. Buriinngialchviilsdt, eligibility mus
the TVFC Program guidelines. Every subsequent
chisl deligibility information.

The Patient EIligibility Scrlel)nimagy Rbkee ousde d saro
staff may el ectronically store patien& demogr
El ectronic Medical Record (EMR). Eligibility

updated for all|l children at every visit, even
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previous record ®anelfiidiebi IA tcyhimuwst be document

visit prior to vaccine administration. The sc
by the parent, guardian, individual of record
and i s -daecslearfati on. Verifi®aguandohas hen parient

not required.

Eligibility screening — ' ' ——t he
following el ement s:
. NOTE:
f Date of screening, Screening patient eligi
o the foundation of TVFC
T Chid dname, Program accountability.
T Chi®d ddate of Dbirth, Screening must be¢ compl
~ , for all children|at eve
T Parent/ gdarndinen Verification of fhe par
. . guardian response IS no
T Clinic name, and required.
T El'igibility status f g
Eligibility screening records must be kept
on file withs trhec prad,i efndr a mini mum of five vy

date of service to the patient and must be ea

It is also acceptable for sites to utilize an
the information from the patient eligibility
captures all the required eligibility el ement
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CHAPTER 3: VACCI NE MANAGEMENT

|l . Approved Vaccines

Al | vaccines and toxoids recommended by Advi s
| mmuni zation Practices (ACIP) are available f
enrolled clinic sites.

9 Di phtheria and Tetanus toxoids, adsorbed (DT
1 Di pht hleetiaanus toxoids and acellular Pertussi

1 Di pht hleetiaanus toxoids and acellular Pertussi
i nactivated -plepril&®&()DTaP

1 Di pht hleetiaanus toxoids and acellular Pertussi
Haemophilus influend&e//tHybe b (DTaP

1 Di pht hleetiaanus toxoids and acellul ar Pertussi
(DTaPPV)

T Hepatitis A (Hep A)

T Hepatitis B (Hep B)

T Hepatitis A and Helpap i B) sc Bml{fiHeat iAo n

T Haemophilus influenzae type b (Hib)

T Human Papillomavirus (HPV)

T I'nfluenza (FI u)

T I'nactivated polio (I PV)

1T Measl es, Mu mp s , and Rubella (MMR)

1T Measl es, Mu mp s , Rubella and Varicella (MMRYV)

1 Meni ngococcal groups C and Y and Haemophil us

toxoid) (HIBMENCY)
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1T Meningococcal conjugate (MCV4)

1T Meningococcal Serogroup B (MenB)

1 Pneumococcal Conjugate (PCV13)

T Pneumococcal Pol yvyveakcehtarvdeci2B8e (PPSV23)

1T Rotavirus (RV)

f Tetanus and diphtheria toxoids, adsorbed (Tc
1T Tetanus and diphtheria toxoids and acellul ar
T Varicell a

| I .Vaccine Ordering

A. Vaccine Choice

All vaccines and toxoids recommended by the A
TVFC Program to enrolled clinic sites. Clinic
Program are required etcoononiefnedre dalviacAcQlnPes t o t
eligible populations they serve, including in
from the 81st Texas Legi sl athurod | gidvess tetsaftfhea
opportunity to choose preferred brands and pr
available formulari es.

The signing cli-ancolaheatsi TV&EL may choose vacc
presentations. For new clinics enrolling in t
the staff will create an initial wvaccine orde
Order Form (si6a8B8ék.ndheEGiIi ol ogi cal order form
vaccine choices, maxi mum stock | evels (MSL),
Each quarter, -enabiflaed SVYVEE€s will have an opp
choose the brand and presentation for each TV
or adjustments to specific vaccine brands, pr
within eaclif avraicicyi.nee. , DTaP) can be made, or si
to take no action which wil/l mai ntain-the cur
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enrolled sites are encouraged to review al/l c
basi s.

A s®Bterimary-upr vimaack ne coordinator may compl €

however, the signing authority must be consul
vaccine choices. The vaccine choices, as wel/l
changes, are captured electronically in EVI

to the opening and closing of the vaccine cho

Only vaccines supplied by the Centers for Dis
(CDC) to the TVFC Program wil/|l be avail abl e f
I f a chosen vaccine is not available, the TVF
replace the unavailable vaccine with a compar
chosen vaccine becomes availabl e.

NOTEVaccine choice does not apply in the even
heal th emergency, terrorist attack, hostile m
or any other extraordinary | aw enforcement em
B. Patient Population Profile Estimates

The patpiremt | e captures t he n-uambde rT eoxfa sF evdFeG a |

eligible children served in each facility. I n
profile must represent the popul ations served
mont hs. During initial ewvernolollnemetnta n dD SaHSn wraelq L
that all enrolled sitepr cfoimpéete the patient

This data is used to ensure that vaccine orde

amounts and that each site properly maintains
This data should be collected by using one or
foll owing sources:

1T Benchmar ki ng
T Medicaid CIl ai ms

T I mmuni zation I nformation System Data (| mmTr &
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1 Doses Administered

T Encounter Data

T Billing System

1T Ot her Methods (including forecasting)

When there is a change in the population, the
(stock -A6228) must be submitted to the RE.

To assist providers with the management of th
maxi mum stock | evels (MSL) are calcul ated. MS
i nventory (per vaccine type) and provides a s
maxi mum number of doses a sitaaryeacds etnd omai.nt
Changes to t-peopateedata wild.l i mpact MSLs.

C. Vaccine Inventory Plan and Maxi mum Stock L
The vaccine inventory plan requires-cadyy enr ol
supply of wvaccine inveennrooalyl.edStsaiftfe sats hfTovuFICd p |
vaccine orders monthly. DSHS recommends pl aci
there i sweek osuupply of wvaccine available at ¢t
iI's enough vaccine in stock to allow for any p
recommends smaller, more frequent orders rath
minimize the amount of vaccine |l oss if an inc
or in the vaccine storage unit. Additional or
mont h. Vaccine orders are not required each m

as needed to mdaiaryt siuppd y7®mf wvaccine.

Current inventory and unit storage capacity m
vaccine orders are placed to ensure adequate
avail abl e.

Special circumstances may allow for monthly M

rare occaStamhnfs.aenf¥FCed sites must request a
obtain permission from their RE prior to orde
MSL quantity.
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Upon initial enrol |l ment, REs work with the si
on the patient population reported during enr
monitored and revised in EVI. Newly enroll ed
reassessed by the RE after six months with th
recal cul ated monthly based on the previous 12
admi ni stered data. The monthly average MSL i s

Staff aenT¥4FCed sites may not order vaccinhne
suggested quantity without permission from th

See Section VIII. Reporting Requirements, for
reporting requirements.

D. l ncreasing and Decreasing Maximum Stock Le

MSLs may be increased or decreased at any ti

=y

eligible children changes, or if there are a

m
n
status of the facility that might +mpact vacc
enroll ed sites must notify the RE if a change

u

be made by the DSHS I mmunization Unit based
during the calendar year.

To determine appropri atteces®Bbo| feeashba, baakcul

are done automatically in EVI wusing doses adm
previous June, July, August, and September.

MSLs may be | owered at sites that consistentl
guanti ty. MSLs may be increased at sites that
a given mont h. Final determination is made de

and duration of the ordering patterns.

E. Shotrhated Vaccine

Shodtat ed vaccines are tho9d tdmayts arfe ewipti rian i &
Pl acing vaccine orders according to the estab
vaccines so-dahtaetd svhaocrcti nes are used first wild/l
|l osses due to expiration. Clinic staff must n
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when physically counting inventory-datetohe end

vaccine must be used first. Vaccine surplus Kk

ri sk of vaccine expiration and increases the

unit failure. When vaccines are ordered, staf

designated MSL in stoct : ! - —

order

Each site is required NOTE: _ 60

90 d h Mont hly reporting in EV
ays prior to the e required foanradlll|efTdVF C

vaccine. I f the wvaccin|  sites, whether ofbenot &

administered prior to |Order is placed. g

may assist with moving

another site, provi ded—amuotrTer ST T E TS

willing to accept the vaccine.

Vaccine diluents, the | iguiicdmivaed i wmiet t oa fr e

reconstitute it, must be managed in the same

expiration date of diluents must be checked p

The diluent must be rotated to use the shorte

I f vaccines expire, theyablde.comrxipderad vmacmr i n

be placed in a Vaccine Quar dba i metoBage cl earl vy

removed from storage units.

F. Storage Capacity for Vaccine Orders

Sites must have adequate refrigeration and/or

date a maxi mum order based on MStLeschbpontluding

Space needed for private stock vaccine must b

when calculating storage capacity.

G. Vaccine Ordering in the Electronic Vaccine
System

The TVFC Program uses EVI for vaccemrololr@adr in

sites to manage vaccine inventory online. Al



Pg 29 CHAPTER 3: VACCI NE MANAGEMENT

i n EVI unl ess internet access is unavail abl e.
for vaccine | oss that is a result of erroneou
Prior to placing a vaccine order, the foll owi
i n EVI

T Verification of days and hours of- operation

enroll ed sites are available to receive vacoc
1T The c&idektivery address,

f Primary a+dugp Ipaoeckt of contact information,

T Al'l vaccine doses received,

T Al vaccine doses transferred,

1T Any expired, spoiled, or ruined/wasted vacci
T All doses administered within the | ast cal er
T A . physical count of all vaccines by brand, i
expiration date on the Monthly -Bi39gl,ogi cal R ¢
T 1 f applicable, all/l doses that will expire wi
T All scheduled clinic closures (including hol
comments section of the order.

Mont hly reporting is required for all sites,

pl aced.

The following reports must be submitted to th

T Temperature Recordi®@dy) Forms (EC
19 Vaccine Loss Report (i f applicable), and

1 Vaccine Borrowing Repofl#l17&)ockfnappEFcahbhl e)

Al | orders placed in EVI will be reviewed and
completion and submission of the required mon
of outstanding issues. |l ncompl ete or inaccur a
onfHologendi ng corrections which may cause vacc
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del ayed. Each site must abide by established
EVI uses tedrer aiVIF&d MSiLtse and chiamenitnweint ory to
determine a suggested quamkPli a ye odralbaric CAinnye on
order placed over the established MSL during
reduced to the suggested quantity.
Vaccine | oss s captured electronically in EV
spoiled, or ruined/wasted vaccine is document
tomatically pl ace s ubtsoelgduretnitl otrhdee rrsatonr e of t |
has been deter mined.
All sites can view vacciOredeorr dHidpsagoerayb i s E&mh . t h
Status definitions are defined bel ow
|l ndi cates the order is readly to be s
OPEN tributor for shipment three business
date the order is placed an|d after a
|l ndi cates the order has not| been app
HOLD the review of a Vaccine Los|s Report
for additional documentation, or oth
i ssues
PACKED |I ndicates the order is with] the di st
|l ndi cates the order iIs in tjransit or
Sl_”PPEI:been conducted in EVI
RECEIlI vVHDndi cates the vaccine order| has been
I f a discrepancy is found between the orders
fax confirmati on, or the doseeny orldceedi wsa d,e ss tnmaufs
i mmedi ately contact the RE for resolution. Al
appropriately stored i mmediately upon receipt

order .
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H. Vaccine Ordering for Sites without I nterne
TVFE€nrolled sites without access to the inter
RE wi || enter the TVFC vacciearer wolrldeed sint eéE Vmhu st
submit the following paper forms to the RE to

1T Monthly Biological RP)ort (stock no. C
f Pediatric Biological Or-68Y) Form (stock no. I

1T Temperature Recording EFbOBWMs (stock no. EC

The monthly biological report is reviewed by
beginning inventory mat& heensditrhge il navsetn tnoornyt.h
Calcul ations must be correct, and all correct
at the-emMPPC |l ed site, so the records can be co

Il . Vaccine Ordering for Newly Enrolled TVFC S

Newly enrolled TVFC sites are set up for vacc
compl etion of new provider training with the
pl aced by the site staff after receipt of EVI

and review the following pap

e
assignment of a PIN as part of the second vis

er reports prior

0

placing the initial wvaccine rder .
1T Pediatric Biological Or-68t) Foamd (stock no. E

T Temperature Recording FbOMs. (stock no. EC

J. Ordering Influenza Vaccine

The ACIP recommends routine annual influenza
aged 6 months and ol der . Additionall vy, as a
signing clinicians have agrredommeradlend ni st er
vaccines to the eligible population that are

The foroomk for influenza vaccine isem@ar cloimend t men
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sites to order doses for the upcoming flu sea
orders are t-pypo&eaeld ynptede first quarter of ea

An online survey tool i's used to all ow staff
upcoming season. The survey link is made avai
memo and includes a brief description of the

for the upcoming flu season.

| f aGsimnmél uenza vaccine or de

the reported number of eli gi
NOTE: documented in the patient pr
DSHS recogni zes t'&)"i‘tt-ﬁ\é':%nrol ment form, staf
and pri-patehgsed .
vaccine may arr.i éoé‘ttaé:l ©ds Fpr an explanation
di fferent times dsriesg FT&VIFECQi bue chil dren and
season. Eyen I t%'r%eQCthrfﬁ’uenza vaccine for
TVFC vaccine must not be
used on ineligiblé&easiongrdhmey must complete a

section of the survey expl ai

are not ordering the vacci ne

expect to recwaipveoaatfacltl ow
from the R&nr diVIFEd sites are required to foll

recommendations, including the administration
The TVFC Program orders a |imited quantity of
for new sites that enrol |l -dfotokr stulme egl. oDitmegro
unf oreseen situations that magolbcamud tlkee waeetnu
release of the vaccines to the TVFC Program m
first round allocations.

I nfluenza vaccine will-ebeohl édcatedstwowhd@VFICt

available to Texas. The TVFC Progbawmkegpi call
and new-eltvrFcCl | ed sites orders friorusntd as part of
allocation. A second influenza survey tool S
order dur i nlgodk ep errieod. Sites that want to ad:
order may also order additional wvaccine durin
first and second round orders are filled ent.i
vaccine will be added to the EVI system for o
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there i s an additional need for influenza vac
state, the TVFC Program wil/ contact other si
vaccine transfer or may place an additional 0

DSHS recogni zes t-bappbibéed aW@&Qprrcihvaasteed y
influenza vaccines may arrive at sites at dif
season. Even i f this occurs, the TVFC Program
to be borrowed to aldVh Q@ ieltiegi dloe nolni ent s.

|l Il IVaccine Distribution

A . Vaccine Distributors

The TVFC Program uses two vaccine distributio

T McKesson Speci glatrt,y aitshiridut or which ships
TVFC vaccines which are refrigerated.

T Mer ck, the manufacturer of frozen vaccines,
-enrol l ed sites.
B. Receiving Vaccine Orders

The TVFC Program requires that vaccine shipme

never refused or returned without specific in
DSHS I mmuni zation Unit :enTrhoel |setda fsfi taets TmMUFSQ e n s
the accurate clinic address and delivery hour
For sites to receive vaccine shipments, appro
and avail able at | east one day a week other t
four consecutive hours during the hours of 8:
establishes the hours avail able to accept vac
vaccine order is submitted in EVI. The wvaccin
arrive when staff are available to acc-ept the
enrolled site may not change available hours

The signing clinician is responsible for inco

entered in EVI which can resul t in vaccine | o
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Sites can expect their approved orders approx
after placing the online order in EVI. It 1's
vaccine shipments i mmediately upon receipt to
staff aend¥FCed sites are required

to train other clinic

vaccine shipment | ooks

mai ntain a completed vV NOTE:

management plan in pla| Vaccine is packed Dby tHh
. : ¢ q . manufacturer and|distri

vaccin s store qui c using qual--dofuitesd amalc k

upon arrival . containers that have be

. tested to maintain appr
The following steps ar temperatures.

vaccine shipment arriywv

o

1T Check vaccines agai

5
tn

l'i st to verify all/l es have been

<
QD
(@)
(@)
=]

recei ved.

T I'nspect the vaccines and check the temperat.L
temperature reading device.

T Ensure adequate amount of diluent i s incl ude
require reconstitution (e.g., MMR, Varicellze
1T Determine the | ength of time the vaccine was
ship date and time on the packing |list or ¢t

EVI

he RE when:

—+

T I mmedi ately contact

T The appropriate ¢

c

antity and type of wvacc
recei ved,

T Vaccines have been received in error, or
1T Vaccines appear to be compromised.

1T Appropriately store all wvaccines i mmedi at el
any errors in quantity, shipping, or transpc



Pg_ 35 CHAPTER 3: VACCI NE MANAGEMENT

1T Check expiration dates and r edaatteed svtaocccki nteos e

are used first.

T
Ea

mo
t h
i n
Qu
St
of

C.

Th
an
t e
72

Wi

P a
Pr
(o

Va
s h
da
mu
ar
t h
st

V a

| mmedi ately accept receipt of the vaccines I

ch package shipped from McKesson comes with
nitoring strip(s). I f the monitor strip(s)
e cold chain has been compromised, staff mu
structions in subsection D below, Vaccines
estionabl e.

aff aenf¥FCed sites are required to accept
receipt in EVI to maintain correct online

Manufacturer and Distributor Mai ntenance o

e manufacturer and distributor pacioutttse vac
d containers that have been tested to maint
mperatures. Refrigerated vaccine is packed

hours. The vaccine wil/ be shipped using h
th Styrofoam inserts.

ckages from McKesson ideepemptunte®&ewsihive
odaaend include stilRé&kerisgeeadéngponalAert val
i nic staff to refrigerate contents i mmedi at

ricella and MMRV are shipped directly from

i pped frozendaw tpauwak .f olufr t he vaccine arrive:
ys of the pack date on the packing slip, th
st i mmediately place all wvaccines in proper
rives out si ddeayo fp-atahke, ftohuer st aff must | mmedi
e vaccine in a vaccine quarantine bag provi

ore the vaccine properly, notify the RE, an

Vaccines Received Warm or Questionabl e

ccines must always be stored properly, even
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Vaccines that are received warm, damaged, or
state require i mmediate contact to the RE. Qu
identified visually and must be placed in a V

by the TVFC Program and separated in proper s
deter mi ned.

Examples are below of questvioalbér (pociemes al

T Vaccine shipment received with temperature i
of range.

f Vaccine is warm to touch.

T Ilcel gel packs are melted.

T Ilcel gel packs are missing.

1T Vaccine is received damaged.

I f vaccine viability is questionable upon rec
bel ow:

T Pl ace the probapofdatmae | mgglr i n the questi ol

near the vaccine and replace the Ilid to gair
Temperatures must be checked frequently to s
stabilizes.

1 Separate the questionable vaccine in a vacci
the questionable vaccines in the refrigeratc
until viability can be deter mined. Do not wr

T Contact the RE on the same day the vaccine &

avail able, contact the distributor(s) to det
occurred. Direct contact with the distributc
there is a questionable temperature during s

T I'nform the RE of the determination of the vi

T Vaccine must be kept quarantined unti.l I nstr
reporting | oss, etc. are received.
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NOTEVaccine returns due to shipping issues ar
to McKesson within 48 hours. Merck requires t
returned within 15 days of the original shipm
E. Vaccines Received in Error

The RE must be contacted i mmediately wupon rec
received in error.-e8raffedt sihe MdfFCchoose to
vaccine if storage capacity is sufficient and
admi ni stered. I f vaccine was ordered &y the s
responsibility to keep the vaccine. I f the si
to storage capacity, the RE may assist in red
sites to prevent vaccine wastage.

| V.Vaccine Loss

A. Expired, Spoil ed and Ruined/ Wasted Vaccine
The I mmunization Unit requires al/l unopened o
of expired TVFC vaccines be returned to

t he thanmtdy di stributor

Staff must not discard

|l ess specifically dire ~ Purpose: t he
DSHS I mmuni zation Uni't iﬁglrgg ?;tifﬁgge?ovﬁﬁg
this rule will be comm¢tributor within & month
DSHS | mmuni zation -byit| !l 0oss.

case basis. Seanfdl bhedT

are to i mmediately noth—+—vyv—vmec—rc—uovr—voo -

cine cold chain failure events or vaccine was
vaccines upon discovery of the incident.
Expired or spoiled -vaabileeviascamg mnonits orig
such as a vial or syringe. This includes expi
been spoiled as a result of the foll owing:
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f Natural disaster/ power outage,

1 Refrigerator temperature to6 wBQ)B o(rgrtecaot er t
cold (| esBF tohF&€hn2, 36

T Freezer too warm (I[Fr ®&8€Y, t han +5

f Vaccine was not stored properly upon receipt
f Vaccine was spoiled in transit due to provic
1 Vaccine was spoiled in transit due to shippe
be sent, or

T Mechanical failure of a refrigerator or free
Ruined/ wasted vadcacibne ivsaccame that cannot be
Bel ow are examples of ruined/wasted vaccines.
1 Vaccine drawn into the syringe but was not &
1T Vaccine in an -dpseseedi mul where all doses have
admi ni stered.

T Compromised vi al (due to a drop causing dame
sterility).

T Expired open multidose vial, unable to retur
T Vaccine drawn into the syringe but refused
T I'ncorrect vaccine that has been prepared for
f Il'ncorrect diluent was drawn or used for vacoc
Expired or spoiled vaccines must be removed f
iDo Not oldsi@, stored pending return to distributi
not need to be returned. Lost vials must be a
Vaccine |l oss must be documented on a VLR in E
days past the date of the incident(s). All wva
occur within six months of the | oss.
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B. Procedures for Vaccine Loss

Every dose of vaccine that is | ost due to exp
reported to the TVFC Program on a VLR electro
generated electronically by completing the wa
Expired or spoiled vaccine must be returned t
mont hs of the | oss.

Staff must follow the procedures | isted below
T Complete wasted/ expired tab in EVI to gener e

generated within four days after the date of

1T Remove expired or spoiled vaccine from the \
place in a vaccine quarantine bag.

f Contact the RE i mmediately with the foll owir

T Antigen,

f Lot number,

1 Expiration date, and
T Reason for the | oss.

T I1'f the storage unit was compromised, provi de
time the prodwértamgaes aonudt t he highest and | ow
temperatures recorded (this information may
a download of the data | ogger).

1 Document the vaccine | oss on the wasted/ expi
a VLR electronically within four (4) days af
|l oss. Explain the cause(s) of the | oss and
ensure vaccines wild/ be protected in the fut

T The VLR must be printed and signed by medi ce
prescribing aut hor i tsy elnirsotleldneonnt tfhoer ns.i tTehe r
must be emailed or faxed to the RE. Sites ar
signature stamps on the VLRs as it is expect
be fully aware of the |l oss in the clinic.



Pg _ 4 0 CHAPTER 3: VACCI NE MANAGEMENT

1T The foll owing sections are required to be fi

T Clinic demographics

1 Date | oss was discovered

T Type of | oss

1T Reason for the | oss

1T Corrective action -ba&kenr éoncavoid re

T List of vaccines by antigen, manufacturer

date, and number of doses | ost

The primary vaccine coordinator will receive
returning expired or spoiled vaccine. Dependi
|l ost, multiple shipping | abels may be receive

returns to-etnreol TMRIC site to pick up the expire

to avoid paying a fee. Shipping | abels expire
received a shipping | abel and UPS has not pic
days, staff must contact the RE for a new shi
T Staff must ensure that all vaccines | isted ¢
box for return. Do not return broken vials ¢

attached.

T 1 f more than one box i-vsiabéée vaccenernshahf
i ndicate on the VLR the number of t he box ir
shipped fBex gl2,00Boik 22 oxft c. ) . Each box that i s

return vaccine must not weigh more than 70 i

T Ruined or wasted vaccine (vaccine or diluent
not administered or refused byotskeevpatdisent,

broken vials, or | ost vials) Iisted on the \
with a single Iine as they must not be incl.
NOTEOnly wunbroken, sealed vaccine vials or sy
return. Broken viadose opiealesd, murd tsyringes wit|

attached must never be included in the box.
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St aff must wai't unt i | UPS returns to the site
the box. Calls to UPS to schedule a pickup wi

UPS. McKesson wi |l not schedul e@npiod K epms son else
unl ess special arrangements are made by the D
Enrolled sites who have | ost vaccine as a res
storage must assess how | ong the vaccines wer
many c¢children may have received the affected

clinician determines whether children wil!/ ne
revaccinated.

The TVFC Program will not provide the vaccine
circumstances. The clinic will assume all fin
of vaccines for recalls. Clinic staff must <co
determination from the signing clinician.

C. Negligent Vaccine Loss

Signing clinieinamd leetd BVR@s are responsi bl e f
vaccine | osses. Foll owing are examples of wvac

1T Drew up vaccine dose and the parent or pati e

1T Drew up the wrong vaccine including:
T The vaccine was mixed with the wrong dil
f Only diluent was administered,

1T Dropped vaccine dose resulting in:
1T Damage to the vial integrity or sterilit)

T Compromi sed vi al

T Expired vaccine and the site did not notify
expiratio

5

T Failure to store vaccine properly including:

1 Vaccines that were | eft out of appropriat
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f I mproper monitoring of wunit temperatures.
1! Refrigerator temperature too col d.
1 Storage temperature too warm including:

T Uni t t hat was u

5

plugged either accident]|l

pl ug guard was ot wused.

5

f Unit door | eft open.

1T Temperatures were not documented or were
I mproper |l y.

1T Vaccine was spoiled in transit due to clinic

M Vaccine transfers.

1T Refused vaccine shipment.
1 Vaccine was delivered when the clinic wa:¢
was not documented i n EVI
1T Vaccine was stored improperly including:
T Vaccine was |l eft out of appropriate stor e

T Not stored properly upon receipt.

TVFC or-edASdHl | ed sites may be required to reim

| mmuni zation Unit for vaccine | osses that occ
D. Nonrnnegligent Vaccine Loss

Nomegligent vaccine | osses include the foll ov
1T Damaged needle or seal, particulate in the \

T Expired flu, DT, pediatric Td, pediatric PP:¢

T Expired and the clinic staff notified RE 60
and the RE was unable to transfer:;
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1 The DSHS | mmunization Unit recommends the fc
l'isted in preferential order .
1 Phar maceut i cabuiplutr puwrsiet s
1 Starmad one, -pumgdee refriger-atkoneasdngtand
purpose freezer
T Combination household unit
T I'n the event a combination household unit i s
encouraged to o4datt @mine a stand
freezer. Refrigerated D
stored in the househd
: . NOTE:
frozen vaccine will ¥ pefrjgerator and|freeze
stadad one freezer. must be | arge enough to
the yYedrargest injventor:
f Combination units, if without crowding.
both refrigerated anoc¢
must have separate th
each compartment.
7T Dorswtyl e and small combination refrigerator
single external door are never allowed for t
T Refrigerators with solid glass shelves are &
T The refrigerator compartment must maintain t
F and 46AF (2AC and 8AC) for vaccine viabildi
temperature should be set at 40AF (4AC).
1T The freezer compartment must mainBb8AR temper
and +5BBAC alnsdAC) for vaccine viability.
T An alarm systempagendaatkor are recommended t
reduce vaccine | oss when unexpected temperat
1T Refrigerators and freezers storing vaccines
a wall outlet with a plug guard installed tc
i ntenti onal unplugging.
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f Units containing TVFC vaccine musstt rniopt be pl
power outlet, surge protector, or an extensi
must not be plugged into an outlet that 1is
GFIlI outl ets.

NOTEYou may see vendors use-Qoempnisi asnutc;h” a'sCDCVF
compliant,"™ or "satisfies VFC Requirements" i
on their websites. Should you encounter this
mar keting materials, keep in mind that

the TVFC Program has n

product or service for NOTE:

TVFC Program requiremel DSHS prohibits the wuse
i d d following in unifs cont
standards. TVFC/ ASN vaccine:

Each refrigerator and T Gel packs

contain a sufficient n Tlce !oacks _

_ 1 Vaccine shipmenlt cool

bottles to help mainta packs

temperature during pea

unit or during a power outrage. Peackx

usage i s when there is frequent opening and c
Water bottles serve as a physical barrier to
areas where there is greater risk for temper a
The following cooling materials must not be wu
ASN vaccine.

1T Gel packs (thawed or frozen)

T l'ce packs

1 Cool ant packs from vaccine shipments

1T Any other coolant material that is not all ov
Program

NOTEWater bottles should not be useldui ht pharm
units i f the manufacturer indicates that wate
functionality of the wunit.
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Depending on the size of the unit, the amount
ti me ofnAswddricomiaggntdi f fer from one clinic to the
there must be adequate water bottles in each
frozen water bottles in each freezer to help
temperature during peak usage of the wunit or
to another refrigerator or freezer. All empty
filled with water bottl es.
T For the refrigerator:
T Ensure the door closes completely.
1T Replace crisper bins with water bottl es t
consistent temperature (unless used for ¢
or supplies).
f Label wat efDob o\Ntottl eDsr i nk
1 Positbo Not Wsplgmg on the refrigerator, at
outlet, and at the circuit breaker.
1T Pl ace water bottles in unit doors careful
and prevent the doors from closing or wei
much that it does not seal tightly.
T Pl ace water bottles on the top shelf of t
fan (i f present).
1T Do not wuse the top shelf for vaccine stor
1T Do not store food or beverages in the ref
f Do not put vaccines in the doors or on ¢ttt
f Do not drink from or remove the water bot
T Leave 2 nches between all vaccine (if pos
refrigerator wall s.
1T Vaccine with diluent must be kept toget he
Merck diluent for MMR, MMRYV, VAR, and Zos
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e

r

i n the door of the refrigerator, k
e refrigeration and must not be froc

vaccines with the earliest expirati
ater expiration dat

(¢}
(7]

ever possible, store diluent with t he

c

rately from the corre

e

mi

bel

g

h
t

ways

t

erated vaccine. Diluents must not k

(¢

| abel s to sh ves and containers t

o

accine and

<

e
ype of iluent 1 s stor e
c

Ci ne

(7]

ponding va

it [ or ed. Store vaccines and di

—

S
r names (e.g., DTaP and Tdap c

s
o

both pediatric and adult formulati or
h

ze t e risk of admini stration error
t he f dprentuil aatd rifeodnu ditf, appl i cabl e.

store vaccines in their original f
ready for administration unless Vvac

spensing unit that requires vaccines t

o
—

(@]
“~ Q O

e

r

al packaging.

store | oose vidalis loerd nsaymrufnagcetsu roeurt s
packaging.

pack a storage unit too tightly. T
cted air circul atsi are ngored aitmpract t he

es must be centrally stored within

pr-pyvatledyed vaccine on different st

ne to minimize the risk of admi ni st e

bl e patients. TVFC vaccines must be

r

f

e

entiate themufcbmsepdi vatel ges.
reezer:

the door closes completely.
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1T Use frozen water bottles to help maintair
temperatur e.

T Pl ace water bottles against the wall s, i
i n the door racks.

T Pl ace water bottles in unit doors careful
and prevent the doors from closing or wei
much that it does not seal tightly.

1 Posibo Not Wsplgmg on the freezer and by ¢t
outl et .

1T Do not store food in the freezer.

1T Leave3 2 nches between all wvaccines and th

1 Do not store vaccines in the freezer door

T Avoi d storing vaccines in any part of the
stable temperatures or sufficient air f1lc¢
cooling vents or shelves on the door.

1T Store each type of vaccine in a separate

1T Vaccines must be centrally stored within

T Pl ace vaccines with the earliest expirat.
wi t | ater expiration dates.

T Attach | abels to shelves and containers t
type of vaccine.

1T Store vaccines with similar packaging or
adult formulations on different shelves t
administration errors

1 Store pr-pyatlkebdyed vaccine in a clearly ms
separate from TVFC vaccine to ensure TVEF(
i nadvertently admi neilsitgeirbelde tpoa tai ennotn.

T Clearly | abel tipedi coomaldadbitfonappl i cabl e.
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1T Al ways store vaccines in their original [
unt i | ready for administration.
1T Never store | oose vidlisl loerd nsaymru fnagcetsu roeurt s

their packaging.
T Diluents must not be frozen.

1T Do not pack a storage unit too tightly. °
circulation and i mpact vaccine temperatur

NOTETVFC vaccine that i sdisstpensdi ngl e@srs daoud ro

pur pebsuei 't unit may require vaccine to be r emc
packaging. The original packaging must be kep
the event the vaccine must be transported out

New or Repaired Units:

Prior to using a new or newly repaired unit t
Program requires seven (7) operational days o
temperature recordings (twice daily) on a Tem
(stock "A®5)E€orm using a certified calibrated
and maxi mum temperatures are required to be r

beginning of each business day, to ensure tem
appropriate ranges.

Submit the recordings to the RE for review an
vaccine in the storage unit. Mi ni mum and maxi
must be reset from the day before at the end
device requires this function).

I f adjustmenéGs tteanparwaniutr e contr ol i's necessar
instructions carefully and verify that the te
overnight. Some manufacturers recommend reset
summer and winter. I f so, post i nstructions o

Refrigerators and freezers that store TVFC va
storing vaccine only. Food or drinks in the s
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vaccines is not allowed. | f other biologics m
store them below the vaccines to avoid contam

Maintaining TVFC temperature |l ogging requirem
TVFE€nrolled sites. The required steps are |is

T A Temperature Recording-1Rdrymi(sstreqgkuinme.d BEO®
|l ocated on or near al | units that store TVEF(

1T Freezer and/or refrigerator temperatures ar e
from a certified calibrated data | ogger, rec
dai |l y.

T Mini mum and maxi mum temperatures must be r ec
temper at

c
—
D

recording form once at the begir

T Mini mum and maxi mum temperature readings mus

day before at the end of each business day.
1 Temperatures must be recorded manually on t e
forms, using a data | ogger.

T Temperature recording forms must be posted c
unit door or nearby in a readily accessible
T Temperature recording forms must be maintair

made easily availabl e.

An el ectronic version of the Temperal@ber Reco

i's only acceptable if the generated

report meets all t he

| i sted above. NOTE:

| f anofsamge temperatuTVF—éanoIIed Sit_es using
_ _ |l oggers must still compl

excursion is observed { jice daily temperdature

must document all exc|l minimum and maxi mum

the following actions recording requirements.

1T Pl ace vaccines in a

guarantine bag.



Pg _ 51 CHAPTER 3: VACCI NE MANAGEMENT

f Store vaccines in a unit where they can be k
conditions.

1 Generate a report from the data | ogger for ¢
manufacturer.

‘N

T Contact the vaccine manufacturer that is 1
documentation for the viability of the vacci

Contact the RE to repow tvadadaei manwifalcitluirteyr det «
submit the ma®mudeaettcemumiemati on | etter(s) or onl
and complete the Vaccine Storage Troubleshoot
Temperature Recording-F®5)m (stock no. C

Figurle i3l lustrates the steps for handling a t ¢
vaccine storage unit.
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T Low battery indicator.
T Accuracyl1AF {©+/5AC) .
1 Detachabl e probe in buffered materi al

f Memory storage of at |l east 4,000 readings (c
old data and must stop recording when the me

1T Useprogrammable | ogging interval (or reading
time interval of every 30 minutes.
Probes must be in buffered material so that t

that are more representative of the temperatu
rather than the air temperature of the storag

Examples of buffers include the foll owing:

T A vial filled with |Iiquid (glycol, ethanol,
T A vial filled with | oose media (sand, gl ass
T A solid block of materi al (TeflonE, aluminur
The TVFC Program does not allow the following

devices:

T Al cohol or mercury ther mometeftil | esdaefne of pl &
l'iquid vial

! Bimetal stem temperature monitoring devices.
1T Food temperature monitoring devices.

1T Household mercury temperature monitoring de\
1T Chart recorders.

T I'nfrared temperature monitoring devices.

T Ther momet er s.

These devices can have significant | imitation
generally only provide information on the tem
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they are read. Therefore, temperature fluctua
recommended range may not be detected.

The following are requirements for data | ogge
1T Placed in the center of the wunit.
T Placed as close to the vaccine as possi bl e.

T Placed away from walls, ceilings, cooling Ve
the unit.

NOTELn phar maceuti ca&luidn pwrpgesethe data | ogg
recommended to be placed in a central |l ocati o
may be suitable because these units maintain
temperatures throughout the unit.

The data | oggernomreolsassmpresantded from wire shel ve
suspended by tape or other means attached to

TVFEnrolled clinic sites ar e
have a calibrated data | ogge
NOTE: that stores TVFC vaccine tha
The bapkdata | ogger i s _
recommended to halv&dtgernational Laboratory Acc
di fferent calibratCioompereattd otni (d LAC) | aborator
dat_e. By_haV|ng dlofrfeﬁraesnta v a-t iedda taen dc eurpt i f i cat
calibration datesg, there will
al ways be one dat asSisegdedy an I LAC | aboratory
available for use. . . . .
A valid certificate of <calilk
the serial number of the dat
use must be readily avail abl
and is recommended to be posted on or near th
freezer. Calibration testing should be done e
to the manuasf assautgugreesrt ed t i mel i-neadAtemperatutaus

recording device does not replace the require
|l ogger.

Data | ogger certificates of <calibration must

T Model number ,
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T Seri al number ,

1T Date of cal i bration,

T Measur ement results that indicates the unit
documented uncertainty is wWiAmi{d+/SACt abl e | i
and

T A statement indicating that it meets | ntern:e
Standardi zation/ I nternational El ectronic Cor

standards.

Al l clinic sites must -hpveatad lleqger owiet b aa kv
current certificat e-ugpf dcaalai Hroagtgieams. nmBiascdk be r e
available in the event the primary data | ogge
working appropriately, in the event of an eme
i f calibration testing of the current equi pme

(7]

The bapkdata | ogger must be stored outside of
u

needed to avoid vaccin es and di ff

)
(7]

pace i ss
|l eading to potenti al confusi on.

The bapkdata | ogger is recommended to have a

>
o

retesting date. | f bot ata | oggers have the

for recal i bration at

c
—

wi || need to be sent o
neg
di f
use

atively impact the results of the TVFC com
ferent calibration dates, there will al way

Refrigerators and fre

D

ers thad nare mpeaemnuftaateu
monitoring capabilit:i

D
~ T T ”W N
(]

are required to be ac

calibration, and the t rmostat must be capab

needed to maintain proper temperature. These
n

data | ogger requireme

I n addition, a room th

D
—

mometer is required t
ture when a temperature excursion occurs in a
i mportant for making vaccine viability determ
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Figur2e. 3Exampl e of a data | ogger Certificate ¢






















































































































































































































































