OREGON HEALTH AUTHORITY
IMMUNIZATION PROGRAM

HAEMOPHILUS INFLUENZAE B (Hib) CONJUGATE VACCINESY, %3
AND COMBINATION VACCINES

PENTACEL®4 and MenHibrix®5
03-29-2016:

e Updates to format

®
e Removal of Comvax
e Addition of American Indian, Alaska Native (Al/AN) preference
e Addition of high-risk table

e Increased age range for Hiberix®
I OREGON IMMUNIZATION MODEL STANDING ORDER:

Check the ALERT Immunization Information System to determine whether the
patient needs this vaccine and any other vaccines.

Screen for contraindications.

Provide the current vaccine information statement (VIS) to the client,
answering any questions.

Record all required data elements in the client’s permanent health record,
including indication of which Hib vaccine was used.

Give Hib conjugate-containing vaccine (0.5 ml), intramuscularly (IM), to infants
and children 6 weeks through 4 years of age according to the age and vaccine-
specific schedules located in Section Il A—l.

May give Hib conjugate vaccine to previously un-immunized high-risk children
and adults 5 years of age and older with conditions listed in section Ill G. page
8-9.

Give Hib conjugate vaccine simultaneously with all routine childhood
immunizations according to age and immunization status of recipient.

Observe client for 15 minutes after vaccination to decrease the risk for injury
should they faint.

Signature Health Officer or Medical Provider Date

Signature Health Officer or Medical Provider Date

Health
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Il. LICENSED VACCINES
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A. Licensed Haemophilus influenzae b (Hib) Conjugate Vaccines

Product Generic Acceptable Age Thimerosal
Name® Abbreviation Range
2 ®1
ActHib PRP-T 6 weeks—59 months None
(sanofi pasteur)
PedvaxHIB®2
PRP-OMP 6 weeks—59 months None

(Merck)

. . ® 3§
Hiberix PRP-T 6 weeks—59 months None
(GSK)
B. Licensed COMBINED Haemophilus influenza b (Hib) Vaccines
Product Generic Acceptable Age Thimerosal
Name Abbreviation Range
Pentacel®*
(sanofi pasteur) PRP-T, DTaP, IPV | 6 weeks—59 months None

4. ®5

MenHib .

enribrix Hib- 2-15 months* high
§f** None

MenCY risk only

(GSK)

*

The Hib vaccines are considered interchangeable. Any brand of licensed vaccine
may be used for the booster dose, regardless of what was received in the
primary series. If itis necessary to change the vaccine brand mid-series, 4
doses of any combination are required to complete the (primary and booster)

series.7

%See section Il F page 8-9 for immunocompromised children and adults.

8 Hiberix ®and MenHibrix® need to be reconstituted only with accompanying

saline diluent.? 2

i May be given as early as 6 weeks and a late as 18 months of age for children in

areas with C and Y outbreaks.”

" For infants at increased risk for meningococcal disease who have received or
are going to receive a different Hib vaccine product, ACIP recommends a 2-dose

®

series of Menactra® if they are aged 9-23 months; or either Menactra™ or

Menveo® after age 23 months.®
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lll. HIB VACCINE SCHEDULES
IIl. A. 4-dose Schedule Vaccines used: ActHib® and Hiberix® (PRP-T)1 AA

Page |30f18

Dose/Route: 0.5 mL IM
DOSE MINIMUM MINIMUM SPACING RECOMMENDED
AGE AGE
1 6 weeks 2 months
2 10 weeks 4 weeks 4 months
dose 1 to dose 2
3 14 weeks 4 weeks 6 months
dose 2 to dose 3
4 12 months 8 weeks 15 months
(booster) dose 3 to dose 4

" If you cannot give ActHib® immediately after reconstitution, discard at end of

clinic day.7

® Hib vaccines are considered interchangeable. Any brand of licensed vaccine may
be used for the booster dose, regardless of what was received in the primary
series. If it is necessary to change the vaccine brand mid-series, 4 doses of any
combination are required to complete the primary and booster series. Consult
the Hib catch-up schedule (p. 7) to determine the doses needed by age if a child

is behind.8

SFor retrospective checking, doses that violate the minimum spacing or age by 4
or fewer days do not need to be repeated. Doses administered 5 days or earlier

than the minimum interval or age should be repeated as age appropriate.7

*Hiberix® is approved for children 6 weeks through 59 months of age.3
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II1. B. 3-DOSE SCHEDULE: VACCINES USED: PEDVAXHIB® (PRP-OMP) 2

Vaccination with a primary 2-dose series of PRP-OMP is preferred for

American Indian and Alaska Native children.*9

Dose/Route: 0.5 ml IM

DOSE | mINIMUM AGE® | MINIMUM SPACING® | RECOMMENDED AGE
1 6 weeks 2 months
2 10 weeks 4 weeks after dose #1 4 months
3 12 months 8 weeks after dose #2 15 months
(booster)

"|f the first vaccination dose for Al/AN is delayed by >1 month, the recommended
catch-up schedule should be followed. There is no preferred formulation for the

3" dose (booster). °

®For retrospective checking, doses that violate the minimum spacing or age by 4
or fewer days do not need to be repeated. Doses administered 5 days or earlier

than the minimum interval or age should be repeated, as appropriate for age.7
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lll. C. 4-DOSE SCHEDULE FOR COMBINATION PENTACEL®* (DTaP, IPV, ActHIB®)’|=
08%

Dose/Route: 0.5 ml IM

DOSE MINIMUM MINIMUM SPAClNG** RECOMMENDED AGE
AGE"
1 6 weeks 2 months
2 10 weeks 4 weeks 4 months

dose 1 to dose 2

3 14 weeks 4 weeks 6 months
dose 2 to dose 3

4 12 months®® 6 months33 15 months
(booster) dose 3 to dose 4

*pentacel®is approved for the primary DTaP, IPV, and Hib series and the first booster dose

(doses 1-4). It is not licensed for children >5 years of age. However, if Pentacel® is

inadvertently administered to children >5 years of age, the DTaP, IPV, and Hib doses should

be counted as valid doses.1?

% pentacel® may be used to complete the vaccination series in children previously vaccinated

with one or more doses of any single or combination Hib vaccine when other antigens of

Pentacel® are also needed.!?

S pentacel®’s lyophilized ActHIB® component needs to be reconstituted with the DTaP-IPV
component to prepare for vaccine administration. Shake the reconstituted vial thoroughly

until a cloudy, uniform suspension results, then vaccinate immediately.4

*Hib vaccines are considered interchangeable. Any brand of licensed vaccine may be used for
the booster dose, regardless of what was received in the primary series. If it is necessary to
change the vaccine brand mid-series, 4 doses of any combination are required to complete
the primary and booster series. Consult the Hib catch-up schedule in Section Ill G. on page

10 to determine the doses needed by age if a child is behind®

*

" For retrospective checking, doses that violate the minimum spacing or age by 4 or fewer
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days do not need to be repeated. Doses administered 5 days or earlier than the minimum

interval or age should be repeated, as appropriate for age.7
%® This minimum age is determined by the DTaP and Hib components of Pentacel®.’

5 This minimum interval is determined by the DTaP component in Pentacel®.’

lll. D. 4-DOSE SCHEDULE VACCINES USED: MENHIBRIX®5 (HIB-MENCY-TT)* ®8% USE ONLY
FOR CHILDREN AGED 6 WEEKS THROUGH 18 MONTHS AT INCREASED RISK FOR

MENINGOCOCCAL SEROGROUPS CAND Y™ *¥,

Dose/Route: 0.5 mL IM

DOSE MINIMUM MINIMUM RECOMMENDED AGE
AGE SPACING
1 6 weeks®? 38 2 months33
2 10 weeks 4 weeks 4 months

dose 1 to dose 2

3 14 weeks 4 weeks 6 months
dose 2 to dose 3

k%

4 12 months 8 weeks 15 months®®

dose 3 to dose 4

*Administer MenHibrix® immediately (30 minutes or less) after reconstitution.’3

%If an infant at increased risk for meningococcal disease is behind on his or her Hib vaccine
doses, MenHibrix may be used following the same catch-up schedule used for Hib vaccine.

Consult the Hib catch-up schedule (p. 8) to determine the doses needed.®

SFor retrospective checking, doses that violate the minimum spacing or age by 4 or fewer
days do not need to be repeated. Doses administered 5 days or earlier than the minimum

interval or age should be repeated as age appropriate.7
*The final dose must be given before the child is 19 months of age.5

" If MenHibrix vaccine is used to achieve protection against serogroups C and Y, it should be

used for all 4 doses of Hib vaccine.1?

00 May be given as early as 6 weeks and a late as 18 months of age for children in areas
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with C and Y outbreaks.®
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5% For infants at increased risk for meningococcal disease who have received or are going to
receive a different Hib vaccine product, ACIP recommends a 2-dose series of Menactra-D if

they are aged 9-23 months or either Menactra-D or Menveo after age 23 months.®

H High-risk individuals 2—15 months of age:14

a) Persons with persistent complement component pathway deficiencies
b) Persons with anatomic or functional asplenia
c) Complex congenital heart disease with asplenia

d) Sickle cell disease

14

"I the first dose of MenHibrix is given at or after 12 months of age, a total of 2 doses
should be given at least 8 weeks apart to ensure protection against serogroups Cand Y

meningococcal disease.

15

IIl. E. SCHEDULES FOR SPECIFIC HIB VACCINES °

*

VACCINE AGE AT 17 DOSE- SERIES | MINIMUM SPACING.

ACtHIB® (PRP-T)O <7 months 4 doses Poses 1, 2 and 3: 4-week
intervals between each
Dose 4: 12-15 months of age
and at least 8 weeks after dose 3

PedvaxHIB® <7 months 3 doses | Doses 1and 2: 4-week interval

(PRP-OMP)** Dose 3:12-15 months of age and
at least 8 weeks after dose 2

Hiberix® <7 months 4 doses | Doses 1,2 and 3: 4-week

(PRP-T)°° intervals between each
Dose 4: 12-15 months of age
and at least 8 weeks after dose 3

All vaccines 7-11 months 3 doses | Doses 1 and 2: 4 week interval
Dose 3:12-15 months of age and
at least 8 weeks after dose 2

All vaccines 12-14 months 2 doses | Dose 2: at least 8 weeks after
dose 1

All vaccines 15-59 months 1 dose None

“MenHibRix is not approved for general Hib vaccine use.

14

If the child has received at least one dose of ActHIB® or the previously received

brand is unknown, the four-dose schedule should be used.8
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For retrospective checking, doses that violate the minimum spacing or age by 4

or fewer days do not have to be repeated.7

1

When an incorrect Hib dose is given (violating the minimum spacing or age),
forecast the next dose due by calculating the correct spacing from the date of

the incorrect dose, but no sooner than the correct minimum age.

k%

7

If PedvaxHIB® #3 is given when the child is at least 14 weeks of age but less
than 12 months, a 4™ dose of any licensed Hib vaccine is required at 12-15

months of age.7

® Hiberix® is licensed for ages 6 weeks—4 years.

3

I1l. F. HIGH-RISK SCHEDULE FOR HIB-CONTAINING VACCINES®

High-risk group”

Hib vaccine guidance

Patients aged <12 mos

Follow routine Hib vaccination recommendations

Patients aged 12-59 mos

If unimmunized or received 0 or 1 dose before age 12
mos: 2 doses, 8 wks apart

If received 22 doses before age 12 mos: 1 dose 8 wks
after last dose

If completed a primary series and received a booster
dose at age 212 mos: no additional doses

Patients aged <60 months
undergoing chemotherapy or

radiation therapy<>

If routine Hib doses administered 214 days before
starting therapy: revaccination not required

If dose administered within 14 days of starting
therapy or given during therapy:

repeat doses starting at least 3 mos following therapy
completion

Patients aged 215 mos undergoing
elective splenectomy

If unimmunized:® 1 dose prior to procedureil' and ¥2

Asplenic patients aged >59 mos and
adults

If unimmunized:§ 1 dose

HIV-infected children 5-18 years15

If unimmunized:§ 1 dose

HIV-infected adults

Hib vaccination is not recommended
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HSCT 3 doses beginning 6—12 months after HSCT regardless

of prior Hib vaccine historle

" Persons with functional or anatomic asplenia, HIV infection, immunoglobulin deficiency
including immunoglobulin G2 subclass deficiency, or early component complement
deficiency, recipients of a hematopoietic stem cell transplant, and those receiving
chemotherapy or radiation therapy for malignant neoplasms.

®Some experts suggest conducting serologic testing for these patients (Source: Rubin LG,
Levin MJ, Ljungman P, et al. 2013 IDSA clinical practice guideline for vaccination of the
immunocompromised host. Clin Infect Dis 2013;[Epub ahead of print] doi:
10.1093/cid/cit684).

% patients who have not received a primary series and booster dose or at least 1 dose of
Hib vaccine after 14 months are considered unimmunized.

*1 Some experts suggest vaccination at least 14 days before the procedure (Sources:
CDC. General recommendations on immunization: recommendations of the Advisory
Committee on Immunization Practices [ACIP]. MMWR 2011;60[No. RR-2]; CDC.
Recommendations of the Advisory Committee on Immunization Practices (ACIP): use of
vaccines and immune globulins in persons with altered immunocompetence. MMWR
1993;42 Adobe PDF file [No. RR-4]; Rubin LG, Levin MJ, Ljungman P, et al. 2013 IDSA
clinical practice guideline for vaccination of the immunocompromised host. Clin Infect
Dis 2013;[Epub ahead of print] doi: 10.1093/cid/cit684.)

*2 some experts suggest administering a dose prior to elective splenectomy regardless
of prior vaccination history (Source: American Academy of Pediatrics. Haemophilus
influenzae infections. In: Pickering L, Baker C, Kimberlin D, Long S, eds. Red book: 2012
report of the Committee on Infectious Diseases. Elk Grove Village, IL: American Academy
of Pediatrics; 2012:345-52).
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lIl. G. CATCH-UP SCHEDULE FOR HIB-CONTAINING VACCINES ** 11

CURRENT NUMBER OF RECOMMENDED REGIMEN

AGE PREVIOUS DOSES

<7 months None 2 doses of PRP-OMP or 3 doses of PRP-T with a
minimum of 4 weeks between doses. With a
booster dose at 12—-15 months only if 2 or 3
primary doses were administered before age 12
months.

7-11 2 doses with 1% dose <7 | Dose #3 due now if 24 weeks since last dose.

months months and 2™ dose Dose #4 is due at 12—15 months if 28 weeks

<10 months since dose #3 (4 total)

7-11 None 1st dose now; return 24 weeks later for dose #2.

months Dose #3 (final) due at 12—-15 months of age if >8
weeks since dose #2 (3 total)

7-11 1 dose at =7 months 2"4 dose now if 24 wks since last dose; Dose #3

months due at 12-15 months if 28wks since dose #2 (3
total)

7-11 2 doses with 1% dose >7 | Dose #3 due at 12—15 months of age if >8 weeks

months months since dose #2. (3 total)

12-14 None 1°t dose now; return >8 weeks for any

months monovalent or combination dose #2. (2 total)

12-14 1 dose at <12 months Dose #2 now if 24 weeks since last dose. Return

months >8 weeks for dose #3. (3 total)

12-14 2 doses <12 months Dose #3 due now if 28 weeks since last dose.

months Series complete (3 total)

12-14 2 doses with 1% dose Dose #3 due now if 28 weeks since last dose.

months <12 months & 2" dose | Series complete (3 total)

>12 months

12-14 3 doses <12 months Dose #4 due now if 28 weeks since last dose.

months Series complete (4 total)

12-14 1 dose at 212 months Dose #2 now if 28 weeks since last dose.

months Series complete (2 total)

12-14 2 doses 212 months Series complete if 28 weeks between the two

months doses (2 total)

12-14 3 doses; 3" dose >12 Series complete if 28 weeks between final two

months months doses (3 total)

15-59 None Dose #1 now. Then series complete

months (see next page)
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I11. I. CATCH-UP SCHEDULE FOR HIB-CONTAINING VACCINES CONT.” !

CURRENT NUMBER OF RECOMMENDED REGIMEN

AGE PREVIOUS DOSES

15-59 Any incomplete 1 dose due now if 28 weeks since last dose.
months schedule Then series complete

>60 months None

*MenHibrix® may be used following the same catch-up schedule used for Hib

vaccine but only if meningococcal strains Cand Y are indicated.

IV. CONTRAINDICATIONS

1. Anaphylactic reaction to the vaccine or any component of the vaccine.l’ %

3

2. Moderate or severe illness with or without fever: delay immunization until

illness has resolved.?

3. Contraindications and precautions for combined vaccines are the same as
those for each individual component. (See DTaP, Hep B and IPV standing
orders).

V. PRECAUTIONS AND WARNINGS
1. If Guillain-Barré syndrome has occurred within 6 weeks of receipt of a
prior vaccine containing tetanus toxoid, the decision to give any tetanus

toxoid-containing vaccine should be based on careful consideration of

the potential benefits and possible risks. b 234>

2. Dry latex rubber in the diluent stopper cap may cause allergic reactions

in latex-sensitive individuals.® 23
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VI. OTHER CONSIDERATIONS

1.

Adverse Events: epinephrine hydrochloride solution (1:1,000) and other

appropriate agents and equipment must be available for immediate use in

case of anaphylactic or acute hypersensitivity reaction.’

Immunocompromised: individuals with altered immunocompetence may have

reduced immune responses.t % 34>

. Children with history of Haemophilus influenzae type b disease at >2 years of

age or older are considered immune.’

Children who contract Hib disease < 2 years of age should be considered un-
immunized and receive Hib vaccine as recommended in the Hib vaccine
schedule. Immunization should begin as soon as possible during the

convalescent phase of the illness and be completed as needed for the child’s

age.’

. Vaccination of internationally adopted children: Because the number of

vaccinations needed for protection decreases with age and adverse events are

rare, age-appropriate vaccination should be provided. Hib vaccination is not

recommended routinely for children 25 years of age.7

Hib case reporting: Refer to the Oregon Acute and Communicable Diseases
Investigative Guidelines available at:
http://public.health.oregon.gov/DiseasesConditions/CommunicableDisease/R
eportingCommunicableDisease/ReportingGuidelines/Documents/hflu.pdf

for controlling the spread of an outbreak, antibiotic prophylaxis, and the
protection of contacts.



http://public.health.oregon.gov/DiseasesConditions/CommunicableDisease/ReportingCommunicableDisease/ReportingGuidelines/Documents/hflu.pdf
http://public.health.oregon.gov/DiseasesConditions/CommunicableDisease/ReportingCommunicableDisease/ReportingGuidelines/Documents/hflu.pdf
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1. Pedvax HIB®2 2. Hiberix®3
6 hours Within 4 days
Number followed for Safety Post dose 1 of vaccination
Adverse Reaction % Adverse Reaction %

Age in Years 2—6 months Mean age: 16 months
Local Reaction, Injection site N =222 N =674 N=371

Pain Yes Yes 20.5

Redness 2.2 24.5

Swelling 2.5 14.8

Rash Yes Yes
Systemic Complaints

Irritability Yes Yes 25.9

Fever>38.5° C (2101°F) 18.1 34.8
Alteration in appetite Yes Yes 22.9
Alteration in sleep Yes Yes 19.9

Crying >4 hours Yes Yes
Diarrhea Yes Yes 14.6
Vomiting 4.9
Pedvax HIB® has Table 5 on page 72
Hiberix ® Table 1 page 63

1. Fever or local reactions in subjects first vaccinated at 2 to 6 months of age

with liquid Pedvax HIB®2 along with OPV and DTP.

2. Hiberix®3 coadministered with DTaP-HBV-IPV3

Note: Side effects for combination vaccines (i.e. Pentacel®) are similar to those
for individual vaccine components (see side effects and adverse reactions for Hep

B, DTaP and IPV vaccine).
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VIIl. STORAGE AND HANDLING

All clinics and pharmacies enrolled with the VFC program must immediately report any
storage and handling deviations to their Oregon Immunization Program health educator. The
health educator assignment map is located at: http://bit.ly/HE Map

Vaccine Temp Storage Issues Notes
ActHib® ! Store at 2°— | Do not freeze either lyophilized Dry natural latex
8°C vaccine or diluent. rubber in diluent
(36°F—46°F) If not administered immediately, stopper

administer within 24 hours of
reconstitution. After reconstitution,
store refrigerated between 2° and
8°C (36° and 46°F).

Discard the reconstituted vaccine if
not used within 24 hours.

Pedvax HIB® 2 | Store at 2°~ | Do not use if vaccine has been Dry natural latex
8°C frozen. Report to health educator. rubber in vial
(36°F—46°F) stopper.

Hiberix®3 Store Diluent | Administer within 24 hours of Dry natural latex
at 2°-8°C reconstitution. rubber in tip caps of
(36°F-46°F) After reconstitution, store prefilled syringes.
or room refrigerated between 2° and 8°C No latex in the
temperature | (36° and 46°F). plungers of the

Discard the reconstituted vaccine if prefilled syringes.

not used within 24 hours. No latex in single-
dose vial stoppers.

|®4 Store at 2°- Do not use if vaccine has been No latex
8°C frozen. Report to health educator.

Pentace

(36°F-46°F) Administer immediately after
reconstitution.

MenHibrix®> | Store Diluent | Notify health educator if diluent has | No Latex
at 2°-8°C been frozen.

(36°F—46°F) Administer immediately after
or room reconstitution.



http://bit.ly/HE_Map

]Iealth Haemophilus Influenzae B Vaccines Page |16 0of 18

temperature

IX.ADVERSE EVENTS REPORTING

Public providers are to complete the Vaccine Adverse Events Reporting System
(VAERS) report online at https://vaers.hhs.gov/esub/stepl . Save a copy of the
report number for your records, and send copies of the report and VAERS ID
number to the Oregon Immunization Program Vaccine Safety Coordinator via
confidential email at ORVAERS.Reports@state.or.us or fax (971-673-0278).
Private providers are to report events directly to VAERS and can read about
options on how to do so at http://vaers.hhs.gov/index.

VAERS Reporting Table":

Hemophilus influenzae type b in any Events described in manufacturer’s
combination package insert as

(conjugate)- Hib, Hib-Hep B, DTP-Hib, | contraindications to additional doses
DTaPIPV/ of vaccine (interval - see

Hib package insert)

"Effective date: November 10, 2008. The Reportable Events Table (RET) reflects
what is reportable by law (42 USC 300aa-25) to the Vaccine Adverse Event
Reporting System (VAERS) including conditions found in the manufacturers
package insert.

In addition, healthcare professionals are encouraged to report any clinically
significant or unexpected events (even if you are not certain the vaccine caused
the event) for any vaccine, whether or not it is listed on the RET.

Manufacturers are also required by regulation (21CFR 600.80) to report to the
VAERS program all adverse events made known to them for any vaccine. Available
at:

https://vaers.hhs.gov/resources/VAERS Table of Reportable Events Following
Vaccination.pdf Accessed 10 November 2015.



https://vaers.hhs.gov/esub/step1
mailto:ORVAERS.Reports@state.or.us
http://vaers.hhs.gov/index
https://vaers.hhs.gov/resources/VAERS_Table_of_Reportable_Events_Following_Vaccination.pdf
https://vaers.hhs.gov/resources/VAERS_Table_of_Reportable_Events_Following_Vaccination.pdf
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