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Accelerated Covid-19 Vaccine Process -
The Development to Distribution and Establishment
of Federal Retail Pharmacy Program

J—=ZAAZA FNREIZRE SHIP ho>t&5—/F X HRERETRBEREEE L+

Keiko Kono, RPh, MHA, FACHE

2[ollt, FXUDDEHDES THEIOF 1IN ToF> (T, JOFTOF>) DRFEH SH-EERE UZE
(7B E, FHEIOF V1IN TIF > DFERESDBIEDICEBHFFEI N TVWBERESHENLET,

This essay explains how the United States has achieved an accelerated Covid-19 vaccine production to

distribution time as well as using pharmacies as vaccination sites to increase vaccination rates,
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1. Shortening the speed of period of
vaccine production to distribution

After the U.S. government declared a national emergency
concerning the Covid-19 pandemic, major businesses and
schools were closed. In order to open the economy, a vaccine
was deemed necessary. On May 15, 2020, the federal
government announced‘Operation Warp Speed (OWS)' which
is a public-private partnership project. Their mission was to
deliver 300 million doses of safe and effective Covid-19

vaccine to deliver by January 1,2021.
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As of late March 2021, the vaccine supply system was
established as planned by OWS and 18.3% of U.S. citizens

over 18 years have completed vaccination (two doses).

2. How has the U.S. accomplished
the mission ?

The clinical trials and manufacturing were conducted
simultaneously. At the same time, detailed distributing
logistics plans have been established. As a result, the vaccines
were immediately distributed to healthcare facilities in the
U.S. after FDA issued the emergency use authorization
(EUA) *.

In July 2020, Pfizer and Moderna entered Phase III trials
and vaccine production started. A global leader in the
healthcare industry, McKesson became an OWS partner to
distribute future Covid-19 vaccines and to handle the vaccine

logistics in the U.S.
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In the Research Triangle Park, NC, the former President
Trump toured the Fujifilm Diosynth facility which produces
Novavax's vaccine API. The U.S. government has awarded
Fujifilm a $265 million contract to expand the vaccine
manufacturing capacity on July 28. The company also has an
innovation center in partnership with Texas A&M University
in the Texas Triangle, TX. The innovation center has been
expanded to manufacture the Novavax vaccine and has been
producing the vaccine since January 2020. Once the vaccine
will issue EUA, it will be distributed to healthcare facilities

immediately.

% Under EUA, any compensation for pain, suffering, emotional
distress, or similar damages is not provided but limits recovery
to $50,000 for each year out of work unlike the traditional

approval of biological agents (BLA).

3. Vaccine distribution and vaccine
ordering system

UPS and FedEx became McKesson's logistics partners in the
distribution of Covid-19 vaccines. Both companies have their
own biologistics distribution divisions, global airport hubs,
cargo aircraft, and trucks, so they can deliver from vaccine
manufacturing facilities to healthcare providers across the
U.S. within 24 hours.

Pfizer's and Moderna's vaccine distribution is outlined in
Figures 2 and 3. Because Pfizer's vaccine must be stored at
ultra-low temperatures, it was delivered directly from the
manufacturing facilities to healthcare facilities by UPS and
FedEx. This method was made possible by the inclusion of an
RFID card in each box that allows for GPS tracking and
temperature control, as shown in Figure 4. The cargo pilots
and truck drivers are aware of the vaccine boxes which
enabled priority delivery. The ancillary supplies for
vaccinations are delivered separately by Mckesson before the
vaccine delivery.

On the other hand, Moderna and Johnson & Johnson (JJ)
vaccines are sent to McKesson's distribution centers. Then,
vaccines and ancillary supplies for vaccinations are boxed,
labeled, and delivered to the healthcare facilities by UPS and
FedEx.
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To order the vaccine, healthcare providers submit an order
request to the federal Centers for Disease Control and
Prevention (CDC) Vaccine Ordering System (VTrcKS)
through their state health departments instead of Mckesson
or healthcare distributors. For example, healthcare providers
in NC will be delivered within 24 hours after order approval
by the DHHS. Some pharmacies can order the vaccine to
VTrcKS directly.
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4. Pharmacy as vaccination center
There are three considerations for establishing Covid-19

vaccination centers in the U.S

(1) Reducing the burden on hospitals and clinics

Hospitals and clinics have already been busy
dealing with Covid-19 patients.

(2) The U.S. has a large territory

The U.S. has 25 times the area of Japan and needs
a strategy to establish vaccination sites all over the
country. In urban areas, outdoor facilities such as
baseball stadiums are used as vaccination sites, but
not all people from remote areas are able to access
them.

(3) No resident registration system.

Because the U.S. does not have a resident
registration system, it is not possible to send
vaccination notice letters to all eligible citizens for the
vaccination. Most citizens need to get information
such as the sites and appointments on their own.

In the U.S., nearly 90 % of the population lives within 5 miles
of a pharmacy. Because of this, pharmacies are the most
accessible option for the vaccination sites. As a result, the
federal government created the Federal Retail Pharmacy
Program for Covid-19 which collaborated with 40,000
pharmacies for the vaccination sites and as of March, 9,000
pharmacies have begun administering the vaccine. Because
the EUA's J&J vaccine is easier to distribute and can be
stored in a normal refrigerator, more pharmacies can receive
the vaccine and administer vaccines to people.

Immunization-certified pharmacies in the U.S. were
already actively administering influenza vaccines and major
immunizations before the pandemic. Also, as the pharmacies
have been offering rapid Covid-19 antigen and antibody
testing, people are accustomed to taking Covid-19 vaccination
from the pharmacies. CVS pharmacy has gained 8 million
customers who came for the first time because of Covid
testing, and are anticipating e vaccination customers increase
even more.

Since the Covid-19 vaccination started last December, there
was much confusion about making an appointment for the

vaccination for people and the local government's vaccine
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reservation system. At this time, a nationwide pharmacy
vaccination reservation system (vaccinefinder.org) has been
launched so that vaccine appointments can be made easily.

Many people including minority residents go to daily
shopping to retail pharmacies and pharmacies attached to
major supermarkets. Therefore, the pharmacies can be a
Covid-19 information center for them.

Moreover, pharmacy students are deployed in the
community vaccine sites to administer the vaccine and are

assistants in the preparation of the vaccine.
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5. Discussions

As of March 20, the total number of Covid-19 pandemic
death rates per 100,000 population is 7 in Japan, compared
to 186 in the UK, 173 in Italy, and 163 in the US. The
accelerated progress in vaccine development and vaccination
in the US and Europe is necessary to reduce hospital
inpatients and the death date.

To consider the necessity of vaccination beyond the clinical
aspect both the U.S. and the EU plan to issue Covid-19
vaccine certificates allowing people to travel freely across
countries. It is expected that other countries will need to have
similar certifications to travel to the US and the EU,

A year ago, an unprecedented pandemic paralyzed the
global supply chain, causing shortages of PPE and other
medical supplies. The federal government provided funding
to manufacture the JJ vaccine at Merck's manufacturing
facilities in the U.S. The Merck plant in NC is also producing
the vaccine at full capacity.

In 1960, Japan was unable to produce vaccines for the
polio epidemic and in the following year, polio vaccines were
imported from the Soviet Union on an emergency basis. After
the epidemic ended, they learned their lessons. 60 years have
passed, Japan became one of the few countries that can
develop and produce vaccines domestically. Clinical trials for
a Japanese-made Covid-19 vaccine have already started.
Having domestic vaccines is highly beneficial for stopping the

global pandemic.

Disclaimer: This essay is informational and educational purposes
only and not intended to be a substitute for professional advice
or consultation. If you seek any legal advice or professional
consultation, please contact legal professionals or experts
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