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Executive Summary
The 2015 HIDA Influenza Vaccine Production & Distribution Market Brief provides new insights into the flu
products supply chain and key information from the fifth annual HIDA Flu Products Survey of distributors.
The survey demonstrates the essential role that distributors will serve in the 2015-2016 flu season in helping
healthcare facilities and patients access vaccines, hypodermic supplies, administration kits, diagnostic tests,
and more.
The 2014–2015 influenza season was a moderately severe year, in which the influenza A (H3N2) predominated
overall while the influenza B viruses accounted for the largest proportion of circulating viruses after March. The
healthcare supply chain demonstrated flexibility and operational skill through 24-48 hour delivery and logistical
expertise to ensure healthcare providers were well-supplied throughout the flu season.
Additionally, the 2015 Influenza Vaccine Production & Distribution Market Brief provides key information on:
• Flu vaccine production, supply, and allocation
• Patient and physician vaccination trends
• Diagnostic resources for managing influenza
• Manufacturing and distribution processes
• Sites for patient vaccination
• Medicare reimbursement guide
• Quality reporting measures related to influenza vaccination
• Vaccine effectiveness trends

Who Should Read this Report
This report is intended for several key audiences: senior sales, marketing, and strategy executives of healthcare
distribution and manufacturing companies, and healthcare sales staff in the field. Stakeholders in the influenza
vaccine supply chain and government agencies responsible for the public health and oversight of the production
and distribution of influenza vaccines will also find this report of interest.
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Manufacturers Plan to Increase Production
to More Than 174 Million Doses of Flu Vaccine
Vaccine manufacturers project they will produce roughly 174.5 million doses for the 2015-2016 influenza
season. At most, the projection would represent an 11.1% increase from the total number of vaccines
manufactured for the 2014-2015 flu season. The projected increase in flu vaccines for the 2015-2016 influenza
season can be attributed to some manufacturers increasing their production capacity and a potentially more
active flu season; however, the increase is slightly smaller than last year’s 13.8% increase in production.

Projected Vaccine Production
for 2013-2014 Season
COMPANY

Sanofi Pasteur

Projected Vaccine Production by
Manufacturer, 2015-2016 Season

DOSES IN MILLIONS
(Approximate)
65
22%
GSK

Novartis

36

GlaxoSmithKline (GSK)

38

9%
MedImmune

MedImmune

16

10%
BioCSL

BioCSL

18

37%
Sanofi

20%
Novartis
<1% Protein

Protein Sciences
TOTAL

1.5
174.5 Million

Source: As reported by manufacturers at the National Influenza Vaccine
Summit, May 2015

Most patients receive a “trivalent” vaccine, meaning that it protects against three different influenza strains.
The Food & Drug Administration has selected the following three viruses for the 2015-2016 trivalent
influenza vaccine:
1. an A/California/7/2009 (H1N1)pdm09-like virus
2. an A/Switzerland/9715293/2013 (H3N2)-like virus
3. a B/Phuket/3073/2013-like virus. (This is a B/Yamagata lineage virus)
Some of the 2015-2016 flu vaccine is “quadrivalent” (four strains) vaccine and also protects against an
additional B virus (B/Brisbane/60/2008-like virus). This is a B/Victoria lineage virus.
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Influenza Vaccine Production Increases
by 17 Million Doses
Six manufacturers (GlaxoSmithKline, MedImmune, BioCSL, Novartis, Protein Science, and Sanofi Pasteur)
currently produce seasonal influenza vaccine for the U.S. market. Using 174.5 million doses as an average of
the projected industry total, manufacturers have increased production by approximately 17 million doses from
the previous season. While Novartis had the most significant shift in production estimates, their projection
(36 million) represents an increase of 6 million doses from last year’s expected delivery.

Vaccine Production Rising by Almost
17 Million Doses in 2015

Percent Production Change
by Manufacturer
2014/2015 TO 2015/2016 SEASONS (Projected)
% Change
Sanofi

8%

GlaxoSmithKline (GSK)

137.25
million

157.0
million

174.5
million

2013

2014

2015

8.57%

MedImmune

28.60%

Protein Sciences

300%

Novartis

20%

Source: As reported by manufacturers at the CDC-AMA National Influenza Summit,
May 2015

Influenza Vaccine Doses Distributed in the United States, by Season
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Graphic by CDC, data reported by influenza vaccine manufacturers and selected influenza vaccine distributors.
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Vaccine Choices Remain Available
for Patients, Providers
These vaccine options are available in the 2015-16 season, including:
• I.ntramuscular (IM) vaccines will be available in both trivalent and quadrivalent formulations. (High dose
vaccines, which are IM vaccines, will all be trivalent this season.)
• For people who are 18 through 64 years old, a jet injector can be used for delivery of one particular
trivalent flu vaccine (AFLURIA® by bioCSL Inc.).
• Nasal spray vaccines will all be quadrivalent this season.
• Intradermal vaccine will all be quadrivalent.
Within the Centers for Disease Control and Prevention (CDC) approved indications and recommendations, no
preferential recommendation is made for any type or brand of licensed influenza vaccine over another.
Trade name

Manufacturer

Presentation

Age indications

Fluarix Quadrivalent

GlaxoSmithKline

0.5 mL single-dose prefilled syringe

≥3 yrs

FluLaval Quadrivalent

ID Biomedical Corp. of
Quebec (distributed by
GlaxoSmithKline)

5.0 mL multi-dose vial

≥3 yrs

Fluzone Quadrivalent

Sanofi Pasteur

0.25 mL single-dose prefilled syringe

6 through 35 mos

0.5 mL single-dose prefilled syringe

≥36 mos

0.5 mL single-dose vial

≥36 mos

5.0 mL multi-dose vial

≥6 mos

Fluzone Intradermal
Quadrivalent

Sanofi Pasteur

0.1 mL single-dose prefilled
microinjection system

18 through 64 yrs

Afluria

bioCSL

0.5 mL single-dose prefilled syringe

≥9 yrs††

5.0 mL multi-dose vial

≥9 yrs†† via needle;18
through 64 yrs via jet injector

0.5 mL single-dose prefilled syringe

≥4 yrs

5.0 mL multi-dose vial

≥4 yrs

Fluvirin

Novartis Vaccines and
Diagnostics

Fluzone

Sanofi Pasteur

5.0 mL multi-dose vial

≥6 mos

Flucelvax

Novartis Vaccines and
Diagnostics

0.5 mL single-dose prefilled syringe

≥18 yrs

Fluzone High-Dose***

Sanofi Pasteur

0.5 mL single-dose prefilled syringe

≥65 yrs

Flublok

Protein Sciences

0.5 mL single-dose vial

≥18 yrs

FluMist Quadrivalent†††

MedImmune

0.2 mL single-dose prefilled
intranasal sprayer

2 through 49 yrs

The CDC recommends that immunization providers check Food and Drug Administration--approved prescribing information for 2015-2016 influenza vaccines for the most complete
and updated information, including (but not limited to) indications, contraindications, and precautions. Package inserts for US-licensed vaccines are available at the CDC.
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Last Year’s Flu Vaccine Demand
Highest in Late September
Over the past five years, demand for vaccine peaks in October and supply peaks in November and December.
However, the 2014-2015 influenza season showed demand for vaccines earlier in the season with the largest
jump in percentage of flu vaccines released occurring in late September. The CDC recommends that providers
begin offering vaccination soon after vaccine becomes available, and if possible, by October. In fact, the CDC is
recommending that the elderly get vaccinated no later than December due to last season’s increase in influenza
risk for those over 65 years of age.
The CDC’s National Influenza Vaccination Week for the upcoming season is scheduled for December 6-12, 2015.

Total Percentage of Flu Vaccines Released by Week, 2014-2015
Date

%

Week

Total Doses Distributed

2/6/2015

99.8

2/6/2015

≈ 147.8 million doses

1/30/2015

99.7

1/30/2015

≈ 147.7 million doses

1/23/2015

99.7

1/23/2015

≈ 147.6 million doses

1/16/2015

99.5

1/16/2015

≈ 147.4 million doses

1/9/2015

99.3

1/9/2015

≈ 147.1 million doses

12/5/2014

98.2

12/5/2014

≈ 145.4 million doses

11/28/2014

97.6

11/28/2014

≈ 144.5 million doses

11/14/2014

94.3

11/14/2014

≈ 139.7 million doses

11/7/2014

91.8

11/7/2014

≈ 135.9 million doses

10/31/2014

89.3

10/31/2014

≈ 132.2 million doses

10/17/2014

79.6

10/17/2014

≈ 117.8 million doses

10/10/2014

75.9

10/10/2014

≈ 112.3 million doses

10/3/2014

66.8

10/3/2014

≈ 98.9 million doses

9/26/2014

59.4

9/26/2014

≈ 87.9 million doses

9/19/2014

41.9

9/19/2014

≈ 62.1 million doses

9/12/2014

37.0

9/12/2014

≈ 54.8 million doses

9/5/2014

27.6

9/5/2014

≈ 40.8 million doses

8/29/2014

22.8

8/29/2014

≈ 33.8 million doses

Source: CDC

Number of doses (in millions)

2014-2015 Seasonal Influenza Vaccine—Total Doses Distributed
Total doses distributed (in millions)
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2015 Flu Market Brief • Health Industry Distributors Association

7

Physician Offices Continue to Be Top Site
for Vaccinations
The most common place of vaccination among both adults (33.2%) and children (63.3%) was a doctor’s office,
according to a CDC study conducted in November 2014. These results are similar to the early 2013-2014 flu
season when 31.8% of adults and 64.6% of children were vaccinated in doctor’s offices.
The CDC survey shows that pharmacies, drug stores,
and other retail sites experienced a increase of about
3.1% in flu vaccinations among adults in 2014. Over
the past year, some retail sites are continuing to
expand, some are being bought by other clinics and
some are closing. Among the biggest five retail clinics
tracked by Merchant Medicine LLC, 250 clinics were
added between August 2013 and April 2015.

Growth in Retail Clinics
Number of Retail Clinics
Date

Aug-13

Apr-15

Percentage
Change

MinuteClinic

770

981

+27%

TakeCare

400

437

+9%

The Little Clinic

127

140

+10%

FastCare

40

29

-37%

RediClinic

30

30

0%

Sources: Robert Wood Johnson Foundation, Fast Care

Place of Vaccination for Children and Adults, November 2014

33.2

Doctor’s Office

63.3
5.8
5.2

Hospital, Emergency Department

9.5

Place of Vaccination

Clinic, Health Center or Other Medical Place

17.3
1.5
2.8

Health Department
Pharmacy or Store
Workplace

25.0

4.7
18.6

0.3

Senior or Community Center 0.7
0.0
1.2

School, College

Adults
Children

4.8

4.4
0.9

Other Place
0

10

20

30

40

50

Percentage Receiving Vaccination
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HIDA Flu Products Survey Continues
to Show Key Role of Distributors
The Flu Products Survey invited HIDA member distributors to share data and experience within a secure,
aggregated format in order to understand influenza vaccine related trends in the industry. Throughout the year,
distributors offer providers logistical and operational expertise that is particularly important during the flu
season. As public health officials continue to expand flu immunization rates and preventive health services, the
supply chain will play an integral role in serving clinical professionals.
In addition to a robust flu vaccine supply detailed on the next page, distributors plan to bring a full line of
essential medical products to providers throughout the 2014-2015 season. According to participants in the
survey, all distributor participants that serve physician offices will carry:
• Hypodermic supplies (syringes and needles),
• Sharps collectors (disposal),
• Wound care products (gauze, bandages, alcohol prep pads),
• Medical gloves, and,
• Antibacterials and disinfectants.
Additionally, more than 85% of these distributors plan to deliver Rapid Influenza Diagnostic Tests (RIDTs),
which are used to identify the flu virus in less than 15 minutes. Distributors identified the Clinical Laboratory
Improvement Amendments (CLIA) waived* status and low cost as the most important attributes of these tests.

Most Important Characteristics of RIDTs for Providers
(As Identified by Surveyed Distributors)

11%

22%

■ CLIA Waived
56%

■ Highly Sensitive
11%

■ Low Cost (<$10/per test)
■ Speed (<10 minutes)

Source: HIDA Distributor Flu Survey
*All facilities in the United States that perform laboratory testing on human specimens for health assessment or the diagnosis, prevention, or treatment of disease are regulated under CLIA.
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Pre-Filled Flu Vaccines Show Most Growth
For the 2015-2016 flu season, the Flu Products Survey projects a similar “mix” of vaccine types with a decrease
of intradermal vaccines and multi-dose vaccines as a percentage of vaccines produced. The prefilled syringe
category showed a significant increase, as did the nasal spray category.
Distributors that participated in the survey plan to deliver 9.64% more pre-filled flu vaccines in the 2015-2016
season than in the 2014-2015 flu season. Pre-filled syringes represented about 21.4% of all surveyed
distributors’ flu vaccine deliveries. Multi-dose vaccines represent 70.11% of a distributor’s deliveries, showing
a 12.24% decrease in percentage of vaccine types overall from the 2014-2015 flu season.

Types of Flu Vaccines Available
Through Survey Participants,
2015-2016 (Projected)

0.33

6.41

Types of Flu Vaccines Available
Through Survey Participants,
2014-2015

1.75
0.59

1.18

3.53

11.76
21.4
70.11

10

82.35

■ Multi-dose

■ High-dose

■ Multi-dose

■ High-dose

■ Pre-filled

■ Nasal spray

■ Pre-filled

■ Nasal spray

■ Single-dose

■ Intradermal

■ Single-dose

■ Intradermal
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Medicare Reimbursement for Flu Vaccines
Up Slightly in 2015
Over the past five seasons, most Medicare payment allowances have increased marginally or have stayed static.
Of all vaccine types, the high-dose intramuscular vaccine (CPT 90662) receives the highest reimbursement rate,
followed by the intranasal vaccine (CPT 90685). Most intramuscular vaccines received a small payment update.
Annual Part B deductible and coinsurance amounts do not apply for flu vaccines.

Comparing Medicare Reimbursement for Flu Vaccines,
2013-2014 and 2014-2015
35

■ August 1, 2013 to July 31, 2014
■ August 1, 2014 to July 31, 2015
30

In Dollars

25

20

15

10

5

0

CPT 90654

CPT 90655

CPT 90656

CPT 90657 CPT 90662:

CPT 90685

CPT 90686

Q2035
(Afluria)

Q2036
(Flulaval)

Q2037
(Fluvirin)

Q2038
(Fluzone)

Source: CMS
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Quality Reporting Requires Flu Vaccination
Documentation
Influenza immunization has been included as a measure for several providers’ quality reporting programs per the
annual Medicare reimbursement regulation from the CMS. CMS finalizes measures for providers to receive their
full annual Medicare payment update. If providers fail to report, they will not receive Medicare payment.
Some provider settings have to report the percentage of their patients who were assessed and appropriately
given the seasonal influenza vaccine as part of their quality reporting requirements. CMS is also requiring a
number of quality reporting programs to send healthcare personnel (HCP) vaccination rates to the CDC’s
National Healthcare Safety Network (NHSN).

Influenza Vaccine Related Quality Reporting Measures
by Provider Group and Year
• CY 2014 Physician Quality Reporting Program
Percent of patients who were assessed and appropriately given the seasonal influenza vaccine
• FY 2015 Long-term Care Hospital Quality Reporting Program
Percent of patients who were assessed and appropriately given the seasonal influenza vaccine
• FY 2015 Long-term Care Hospital Quality Reporting Program
Influenza vaccination coverage among HCP
• FY 2015 Hospital Inpatient Quality Reporting Program
Influenza vaccination coverage among HCP
• CY 2016 Hospital Outpatient Quality Reporting Program
Influenza vaccination coverage among HCP
• CY 2016 ASC Quality Reporting Program
Influenza vaccination coverage among HCP
• NEW: CY 2017 Home Health Agency Quality Reporting Program
Influenza vaccination coverage among HCP
*Some states mandate the HCP influenza vaccination already; the above does not discount state requirements.
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Flu Vaccine Effectiveness
The 2014-2015 influenza season was very active but the vaccine effectiveness rate was relatively low (23%)
– an inopportune convergence of events. Having an effective vaccine is an essential component in the effort
to prevent the spread of influenza during flu season. In the five seasons leading up to the 2014-2015 season,
flu vaccines had an average effectiveness of 50% (2009-2010 to 2013-2014).
Over the past 10 seasons, flu vaccines have had a 40.6% effectiveness rate with a high of 60% in 2010 and
a low of 10% in 2004. High and low effectiveness rates are expected as the industry works toward better
vaccines to prevent the extremely adaptable virus.

Adjusted Vaccine Effectiveness Estimates for Influenza Seasons
from 2005-2015
Influenza Season

Adjusted Overall Effectiveness

2004-05

10%

2005-06

21%

2006-07

52%

2007-08

37%

2009-10

56%

2010-11

60%

2011-12

47%

2012-13

49%

2013-14

51%

2014-15

23%

Source: CDC

2015 Flu Market Brief • Health Industry Distributors Association

13

Managing Influenza with Diagnostic Resources
The CDC identifies that RIDTs can help in the diagnosis and management of patients with signs and symptoms
compatible with influenza. They also are useful for helping to determine whether outbreaks of respiratory
disease, such as in nursing homes, hospitals, schools, and other settings, might be due to influenza. Rapid
diagnostic testing for influenza should be done when the results will affect clinical decision making, according to
the CDC.
Important points about rapid flu tests:
• T
. ests are available to identify the ability to identify the presence of influenza A and B viruses, and display
the result in a qualitative way (positive vs. negative), in 10-15 minutes.
• O
. nce the flu virus is recognized, providers can use the diagnosis to begin treating patients and prescribing
antiviral medications.
• More than 16 tests have been approved by the FDA.
• Many tests are CLIA-waived.
• Most tests can be used with a variety of specimen types (see Influenza Diagnostic Table).
• The accuracy of the tests can vary based on the type of specimen collected (for example throat swab versus
nasal swab).
• T
. he positive and negative predictive values vary considerably depending upon the prevalence of influenza in
the community.
METHOD

TYPES DETECTED

ACCEPTABLE SPECIMENS

TEST TIME

CLIA WAIVED

Rapid influenza diagnostic tests

A, B, or both,
depending on
the test

NP swab, (throat swab), nasal
wash, nasal aspirate

<15
minutes

Varied

Viral cell culture (conventional)

A and B

NP swab, throat swab, NP or
bronchial wash, nasal or
endotracheal aspirate, sputum

3-10 days

No

Rapid cell culture (shell vials; cell
mixtures)

A and B

NP swab, throat swab, NP or
bronchial wash, nasal or
endotracheal aspirate, sputum

1-3 days

No

Immunofluorescence, direct (DFA)
or indirect (IFA) antibody staining

A and B

NP swab or wash, bronchial
wash, nasal or endotracheal
aspirate

1-4 hours

No

RT-PCR4 (singleplex and multiplex;
real-time and other RNA-based) and
other molecular assays

A and B

NP swab, throat swab, NP or
bronchial wash, nasal or
endotracheal aspirate, sputum

Varied
(Generally
1-6 hours)

No

Source: CDC

The Importance of Laboratory-Based Surveillance
Laboratory-based surveillance for flu virus is critically important to the selection of viruses for the next season’s
influenza vaccine. This data is also useful for obtaining information on the emergence and prevalence of antiviral
resistant strains, and the identification of human infection with novel influenza A virus (e.g. an influenza A virus
of animal origin that may occasionally cause illnesses in people) that may have pandemic potential. Many
manufacturers have increased their production capacity in order to prepare for a future pandemic situation.
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Appendix: Distribution’s Role in
Influenza Vaccination
The influenza vaccine supply chain is divided into two channels; each channel represents roughly 50% of
vaccine sales/distribution. In one channel, vaccine doses are sold directly by the manufacturer to customers
(e.g., physicians, hospitals, pharmacy, public agency, community vaccinator, etc.). In another channel, vaccine is
sold by manufacturers to distributors, who in turn deliver vaccine to their customers – primarily physician offices.
Once distributors receive the vaccine it is generally distributed to providers within 1 to 3 days, helping providers
reduce their inventory expense and storage costs.
Distributors are the primary channel for delivering influenza vaccine to physician offices, the preferred patient
venue for vaccination.

Direct from Manufacturer
Larger Providers
• Retail sites
• Pharmacies
• Hospitals

• Mass immunizers
• Public health
• Physicians/Long-term care

Via Distributor
Smaller Customers
• Physician offices
• Clinics
• Nursing homes
• Other small providers

VACCINE GETS
TO MARKET

• 80% to physician offices
and clinics
• Small average order size
• Shipment typically 1-3 days after
receipt from manufacturer

Influenza Vaccine Lot Release Process
Monovalent (single-strain)
vaccine produced

Trivalent (triple-strain)
vaccine produced in bulk

Bulk vaccine ready for final
fill by manufacturer

Fill process begins

Weeks Before
Final Fill Process
-20 weeks

-15 weeks

-10 weeks

-5 weeks

• Manufacturer submits
monovalent lot samples to
CBER lab

Manufacturer submits materials to CBER,
including:

• CBER tests all samples for
strength

• Manufacturing protocols, including:

• If samples pass, they are
released for combination into
trivalent vaccine

• Samples of vaccine
– Documentation of each step of the
manufacturing process
– The manufacturers’ testing process for
assuring the contents of the vaccine

0

CBER uses a
mathematical
formula to choose
samples from each
lot for testing.

Production

+3 weeks

CBER tests the samples
for strength. If they
pass, CBER issues a
notification that the lots
have been released.

Most vaccine
is in the hands
of providers
and ready to be
administered.

Testing
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