ord N/ EDICAL

HEALTH PLAN, INC.

Carta Tramite

18 de diciembre de 2020

A: Todos los Proveedores Contratados por First Medical Health Plan, Inc. para el Plan Vital,
Region Unica y Poblacion Vital-X (Virtual)

Re: Carta Circular 20-1217 relacionada a la Presentacion sobre el Plan para la Administracion
de la Vacuna del COVID-19 en Puerto Rico del Departamento de Salud de Puerto Rico

Estimado(a) Proveedor(a):
Reciba un cordial saludo de parte de First Medical Health Plan, Inc. (FMHP).

Adjunto a este comunicado encontrara la Carta Circular 20-1217 de la Administracion de Seguros
de Salud de Puerto Rico (ASES).

A través de esta Carta Circular, la ASES informa que, el 11 de diciembre de 2020, la
Administracion de Alimentos y Drogas (FDA, por sus siglas en inglés) emitié una Autorizacién
de Uso de Emergencia (EUA, por sus siglas en inglés) a la vacuna para el COVID-19.

El Departamento de Salud de Puerto Rico desarrollé el Plan para la Administracion de la Vacuna
del COVID-19, que incluye las orientaciones a los constituyentes del sector de la salud. Cabe
resaltar que, estos materiales pueden sufrir cambios, por lo cual debe mantenerse atento a las
modificaciones en las instrucciones del Departamento de Salud.

Para detalles especificos sobre la informacion provista por la ASES, le exhortamos a que lea
detenidamente la Carta Circular 20-1217 y los materiales que se adjuntan.

Si usted tiene alguna pregunta relacionada a este comunicado o necesita informacion adicional,
siéntase en la libertad de comunicarse con nuestro Centro de Servicio al Proveedor al numero libre
de cargos 1-844-347-7802 de lunes a viernes de 7:00 a.m. a 7:00 p.m. También, puede acceder a
nuestra pagina electrénica www.firstmedicalvital.com

Cordialmente,

Departamento de Cumplimiento
First Medical Health Plan, Inc.

FMHP_PRV_20.80_178_S Approved: 12/18/2020



GOBIERNO DE PUERTO RICO

Administracion de Seguros de Salud

Carta Circular 20-1217

17 de diciembre de 2020

A: ORGANIZACIONES DE MANEJO COORDINADO DE SALUD (MCOs) CONTRATADAS PARA
EL PLAN VITAL, MEDICARE ADVANTAGE PLATINO, ASEGURADORAS DE LEY 95, GRUPOS
MEDICOS PRIMARIOS (GMP), MEDICOS PRIMARIOS, PROVEEDORES DE SERVICIOS,
FARMACIAS Y ADMINISTRADOR DEL BENEFICIO DE FARMACIA

RE: PRESENTACION SOBRE EL PLAN PARA LA ADMINISTRACION DE LA VACUNA DEL COVID-
19 EN PUERTO RICO DEL DEPARTAMENTO DE SALUD DE PUERTO RICO.

El 11 de diciembre de 2020 la Administracion de Alimentos y Drogas (FDA, con sus siglas en inglés) emitio
una autorizacion de uso de Emergencia (EUA con sus siglas en inglés) a la vacuna para el COVID-19. El
Departamento de Salud de Puerto Rico, cumpliendo su deber ministerial, desarrollé el Plan para la
Administracion de esta vacuna incluyendo las orientaciones a los constituyentes del sector de la salud.

La ASES, quien administra la cubierta de servicios médicos, hospitalarios, farmacia y dentales de 1.3
millones de beneficiarios del Programa Medicaid en Puerto Rico, incluyendo Medicare Advantage Platino
y para los empleados del gobiemo y retirados (Ley 95), solicita a la Organizaciones de Salud (MCO, con
sus siglas en inglés) la distribucion y divulgacion del material adjunto del Departamento de Salud de Puerto
Rico, sobre el Plan para la Administracion del COVID-19 en Puerto Rico.

Esta informacion podria tener cambios, por lo que cualquier modificacion en las instrucciones del
Departamento de Salud seran comgnicAdas oportunamente.

Cordialmente,

Nital :JASES

» PO Box 195661, San Juan, PR 00919-5661 « Tel: 787.474.3300 » www.asespr.org

Autorizado por la Comisidn Estatal de Elecciones CEE-SA-19-166



COVID-19 VACCINE PLANNING
PUERTO RICO

Iris Cardona, MD




SARS CoV-2 and
COVID-19

This coronavirus has challenged all of us.

It has taught us that life can change in ways
we aren’t prepared for.

This a time to have more compassion.
This is a time for science and solidarity.




We Need A




“When Will We Have a Vaccine?”

 “When a candidate vaccine is demonstrated to be safe, effective, and available. That can be
determined only by scientific data...

* Food and Drug Administration (FDA) guidelines on testing of Covid-19 vaccine candidates are
scientifically sound and indicate that no compromises will be made when it comes to
evaluating safety and efficacy.

* Surveys suggest that physicians, nurses, and pharmacists remain the most highly trusted
professionals.

* Extensive, active, and ongoing involvement by clinicians is essential to attaining the high
uptake of Covid-19 vaccines that will be needed for society to return to prepandemic
conditions.

* Throughout the world, health care professionals will need to be well-informed and strong
endorsers of Covid-19 vaccination.
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“When Will We Have a Vaccine?”

* “We will have a safe and effective Covid-
19 vaccine when the research studies,
engagement processes, communication,
and education efforts undertaken have
built trust and result in vaccination
recommendations being understood,
supported, and accepted by the vast
majority of the public, priority and
nonpriority groups alike.”

Barry R. Bloom, Ph.D., Glen J. Nowak, Ph.D., and Walter Orenstein, M.D.

September 8, 2020 DOI: 10.1056/NEJMp202533



Vaccine




Emergency Use Authorization Process

Pre-EUA Submission

A pre-meeting will facilitate a rapid a
more complete submission.

Declaration of an Emergency

Formal declaration that there is
a public health emergency

Confirm Public Health Emergency

Determination of a domestic,
military, or public health emergency.

Submission of EUA

Submission of an EUA request
and review by the FDA

Approve/Reject EUA

FDA issues a formal approval or
rejection o the EUA application

EUA Termination

EUA terminates after
emergency is ended
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Coronavirus Vaccine Tracker

PHASE 1 PHASE 2

14

Vaccines
in expanded
safety trials

Vaccines
testing safety
and dosage

PHASE 3

11

Vaccines Vaccines
in large-scale approved for early
efficacy tests or limited use

LIMITED APPROVED

Vaccines
approved
for full use

https://www.nytimes.com/interactive/2020/science/coronavirus-vaccine-tracker.html




Comparing Clinical Trial Sizes of Vaccine Series

Vaccine or Type of Protects Against | Approval
Developer Vaccine Year

IPOL Inactivated Polio 2000 2,358

Diphtheria, 10,575

Tetanus, Pertussis At

Daptacel Combination 7,471

Gardasil Subunit HPV 2006
Pneumococcal

4,047 22,938

UloCdot

Moderna/NIH MmRNA COVID-19 -

Johnson &
Johnson

BioNTech/
Pfizer

600* 30,000

4
5
3

Prevnar 13 Inactivated . 2010 4 1,478 49,296
2
2

Viral vector COVID-19 394* 60,000

MmRNA COVID-19 2 43,0007

*combined phase | and phase Il trial
Tcombined phase Il and phase Il trial
H e

v |r'|: rguH t3| Size ol’ I|r'| Irrlal r':Ilrtr du tory FFI es of pro |:I'-,Ia tl cine Human Vaccines & Immunotherapeutic. 2012;8(8):1066-70.
H ). Draft landscape of COVID-19 candidate cines. Available at: hitps: r.lh tp I:l -atic m."itEerr :I aft-landscape-of-cow :|1 -candidate-vaccines




SARS-CoV-2 VACCINE APPROACHES

SARS-CoV-2 Vaccine Approaches

The vaccine presents the spike protein to the
dendritic cells, which trigger the adaptive

Coronavirus immune response to SARS-CoV-2.

Weakened Inactive Non CoV Vectors

_“{’3 :‘,;r‘ ’i:_, Replicating Non-replicating

T A AT IS 1) can be expressed on the surface of a
weakened or inactive coronavirus,
2) delivered as RNA by a non-coronavirus viral
vector and manufactured in host cells,

o DNAJRNA 3) delivered as either a DNA plasmid or an RNA
y e DNA Plasmid | RNA Message message and manufactured in the host cells,
N & %%, or

b N\

< , =
e 9 - 2 zs'

o \ Proteins

The spike protein

4) injected directly either as immunogenic
protein subunits or attached to a particle
: ) that looks like a virus to the immune system
SesX Pt/ SO i i but lacks genetic material.
Y All of these approaches are being explored in an

5 effort to develop an effective vaccine.

From: Update on COVID-19 Vaccine Development
ASA Monitor. 2020;84(8):17-18. doi:10.1097/01.M99.0000695144.71454.73



MRNA Vaccines in Phase I

Pharmal i¢e.com

MODERNA COMPLETES ENROLLMENT
IN LARGE COVID-19 VACCINE STUDY
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THE POTENTIAL OF MRNA VACCINE

Efficacy

Non-infectious and chemically Broad immune Technology enables
defined, contains no viral responses based on rapid development and
foreign proteins; early data, minimal quick production
spike antigen encoded in mMRNA risk of anti-vector scaling
vaccine produced by the immunity, and
participants’ human cells permits frequent

boosting



Mechanism for Action

mMRNA vaccines have strands of genetic material (INRNA
inside a special coating. That coating protects the mRNA from
enzymes in the bodxt at would otherwise break it down. It
also helps the mRNA enter the muscle cells near the
vaccination site.

MRNA can most easily be described as instructions for the cell
on how to make a piece of the “spike protein” that is unique
to SARS-CoV-2. Since only part of the protein is made, it does
not do any harm to the person vaccinated but it is antigenic.

After the piece of the spike protein is made, the cell breaks
.do%/p/]n thleI mMRNA strand and disposes of them using enzymes
in the cell.

It is important to note that the mRNA strand never enters the
cell's nucleus or affects genetic material. This information
helps counter misinformation about how mRNA vaccines alter
or modify someone’s genetic makeup.

Once displayed on the cell surface, the protein or antigen
causes the immune system to begin producing antibodies
and activating T-cells to fight off what it thinks is an infection.
These antibodies are specific to the SARS-CoV-2 virus, which
.mfear%s the immune system is primed to protect against future
infection.

DNA vaccine RNA vaccine
Electroporation Coronavirus
spike gene e, "
“w RNAIis often
¢ N '] 4~} encasedina
; 5 { ” { lipid coat so it
Y can enter cells
DNA RNA
[ A process called
! electroporation
i creates pores in
3 membranes to o Coronavirus
increase uptake of 2 spike peptide
DNA into a cell /
/ i N * . Immune
. 7 . response
/ PN »
A *
/ y e / RNA- and DNA-based
F 4 - -
- - vaccines are safe and
Viral proteins ¢ easy to develop: to
/ produce them involves
making genetic material
"~ » only, not the virus, But
~ - oD they are unproven: no
MRNA licensed vaccines use

this technology.

Essentially, instead of pharma producing the proteins via an
expensive and difficult process, mRNA enlists the body to do the
work. The capability to produce mRNA so rapidly is one reason
these vaccines are out front in the global race for a COVID-19
vaccine.



A Closer Look at How COVID-19 mRNA Vaccines Work

* RNA vaccines are faster and cheaper to produce than traditional vaccines, and a RNA based
vaccine is also safer for the patient, as they are not produced using infectious elements
* The use of mRNA is attractive because of the following:
* (1) The expression of antigen can be robust and transient.

* (2) mRNA is noninfectious, and no problems would be expected owing to genomic
integration.

* (3) There is no potential risk of infection or insertional mutagenesis.

* (4)Additionally, mRNA is degraded by normal cellular processes, and its in vivo half-life
can be regulated through the use of various base modifications and delivery methods.



A Closer Look at How COVID-19 mRNA Vaccines Work

* Facts about COVID-19 mRNA Vaccines
* They cannot give someone COVID-19.
 mMRNA vaccines do not use the live virus that causes COVID-19.
* They do not affect or interact with our DNA in any way.

* MRNA never enters the nucleus of the cell, which is where our DNA
(genetic material) is kept.

 The cell breaks down and gets rid of the mRNA soon after it is
finished using the instructions.



Pros and Cons of mRNA Vaccine Platform

Can be produced quickly

Low production cost (vs. protein
vaccines)

No adjuvants

Non-Infectious

Synthesize by in vitro transcription
Free of microbial molecules
Non-integrating (vs. DNA vaccines)
Induction of T and B cell immune
response

Novel — no approved RNA vaccines, but
some clinical testing for other viruses
(rabies and influenza)

Instability of single stranded mRNA
Inflammatory reaction possible

Potential difficulty of intracellular delivery
Development of additional technologies
for storage and administration

Most formulations require deep cold
chain for longevity and stability

Low immunogenicity — require multiple
doses




PFIZER PHASE 2/3 TRIAL UPDATE

Trial
Locations

Approximately 150
clinical trial sites in 6
countries, including
39 U.S. states

Updated as of Monday, November 16, 2020

Trial Participant
Progress Diversity

Approximately 42% of
overall and 30% of U.S.
participants have
diverse backgrounds

The Phase 2/3 clinical

tial has enrolled - [ [ENRN I

43,661 participants
and 41,135 participants LT, T BT

have received their [ 26.1%
RS

second vaccination
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PFIZER AND
BIONTECH TO
SUBMIT
EMERGENCY USE

AUTHORIZATION
REQUEST THE U.S.
FDA FOR COVID-19
VACCINE

Friday, November 20, 2020 - 06:45am

The Phase 3 clinical trial began on July 27 and has
enrolled 43,661 participants to date, 41,135 of
whom have received a second dose of the vaccine
candidate as of November 13, 2020.

Primary efficacy analysis demonstrates BNT162b2
to be 95% effective against COVID-19 beginning 28
days after the first dose;

* 170 confirmed cases of COVID-19 were
evaluated, with 162 observed in the placebo
group versus 8 in the vaccine group

Efficacy was consistent across age, gender, race and
ethnicity demographics;

* observed efficacy in adults over 65 years of
age was over 94%

Safety data milestone required by U.S. Food and
Drug Administration (FDA) for Emergency Use
Authorization (EUA) has been achieved

* Data demonstrate vaccine was well tolerated
across all populations with over 43,000
participants enrolled; no serious safety
concerns observed; the only Grade 3 adverse
event greater than 2% in frequency was
fatigue at 3.8% and headache at 2.0%

The companies expect to produce globally up to 50
million vaccine doses in 2020 and up to 1.3 billion
doses by the end of 2021




Systemic effects

e Systemic effects have definitely been seen with the two
MRNA COVID vaccines

 Pfizer/BioNTech reported no serious safety concerns with
their COVID-19 vaccine, patients did experience grade 3
fatigue and headache at rates of 3.8% and 2%, respectively.

 Moderna: Interim data from phase lll trial did include
adverse event rates: fatigue (9.7%), myalgia (8.9%),
arthralgia (5.2%), headache (4.5%), pain (4.1%), and
erythema/redness at the injection site (2.0%).




Product Packaging Overview

@ Primary Packaging @ fsec“;l::a;r"ya:”ackagmg @ Tertiary Container: Thermal Shipper

"—0 Dry Ice Pod

‘—o Payload (Vial Trays)
: Payload Sleeve

o Outer Carton

| A

+ 2 mL type 1 glass preservative free :

multi-dose vial (MDV) § + Single tray holds 195 vials : * Minimum 1 tray (975 doses) or up to 5 trays (4875
« MDV has 0.45 mL frozen liquid drug « 975 doses per tray doses) stacked in a payload area of the shipper

product : « A smaller tray, containing + Payload carton submerged in dry ice pellets
« 5 doses per vial after dilution : 25 vials (125 doses) is in » Thermal shipper keeps ULT (-75+15°C) up to 10 days

: development with : if stored at 15°C to 25°C temperatures without opening.
estimated availability in » Thermal shippers are reusable and designed to be a

early 2021 temporary storage containers by replenishing dry ice




Ultra Low Temperature Thermal Shipper — Overview of Pack Out

ITEM DESCRIPTION

DRY ICE POD

PAYLOAD
(VIAL TRAYS)

o
-0

INNER LID

PAYLOAD SLEEVE

OUTER CARTON

Weights and Dimensions
Tare Weight (Inc. Dry-ice) 8.5kg (31.5kg)
Volumetric Weight 15.0kg
Payload Space
LxWxH 245x245x241mm
Shipper Dimensions

LxWxH

400x400x560mm




PfizerThermalShipper_9_23

Proprietary, scaffold




Vaccine Storage Options* At the Point of Vaccination

Thermal Shipper Designed

Ultra-Low Temperature Freezer 2 to 8°C Refrigerator

for Temporary Storage

+ Store as frozen liquid at -75°C+15°C for
long term storage.

« Emergency Use vials are labeled
as -70°C+10°C, however they can
be safely stored in a freezer set to
the USP condition of -75°C+15°C « Within 24 hours of receipt and after opening

« Frozen vials at have a 6 month expiry Fhe the‘rmal shipper, replenish/inspect with dry
from the date of manufacture ice (using proper personal protective

. . equipment and dry ice handling).
+ Different size of ULT freezers are « With every re-icing, thermal shipper can

Can be stored at 2 to 8°C up to 5 days

available in the market. maintain ultra-low temperature storage for 5 R " " A _
A small size (under or over the countertop ULT days with 2 openings per day. th(;?\rg : (:T]’r): G i
Freezers can store as much as 30K doses) + Local dry ice suppliers can be used for re-icing :
the thermal shipper. + Thawing: 3 hours at 2 to 8°C or 30 min
i a + The thermal shipper should be returned within at room temperature.
. 10 business days and no later than 20 business v, e
' days including temperature data logger (picked + Post-dilution in use period is 6 hours.
up by Pfizer/BioNTech contracted supplier)
i » Apply appropriate dry ice temperature monitor

*Product temperature must always be monitored to ensure adherence to temperature requirements for different storage conditions are being met In alignment with site Standard Operating Procedures.

Please note that it s possible that the final preparation and logistical requirements may change In light of forthcoming data on dosing, stability, manufacturing and shipping requirements, but this deck reflects the Company’s current
understanding based on the totality of available data currently. Current as of September 8, 2020.

(F) SIONT=Cr  Please see slide 2 for important limitations with respect to this presentation. n




World

Moderna’s Covid Vaccine Found 94.5%
Effective in Early Analysis

By Robert L angreth
November 16, 2020, 5:58 AM CST Updated on November 16, 2020, 10:30 AM CST

» Fast-paced hunt for prevention is paying off with new tools

» Interim results suggest vaccine may block severe cases




COVID-19 vaccine (mMRNA-1273) poised to deliver safety & efficacyreadouts
Preclinical and clinical data show consistent and robust immune responses

Nonhuman primate data publication showed mRNA-1273 led to a robust immune response and
protection against SARS-CoV-2 infection’

Two-dose vaccinationschedule rapid protection against SARS-CoV-2 infectionin both the lungs and nose of

non-human primates

I Phase 1 clinical data showed mRNA-1273 has consistentimmunogenicity across all age cohorts?3

Neutralizing antibody titers were observedin 100% of evaluated participants across all age groups

Inthe pseudovirus (ID50) neutralization assay, at the 100 ug dose, mRNA -1273 induced consistently high levels
of neutrdlizing antibody titersin all participantsin the youngadult and older adult cohorts

Inthe live SARS-CoV-2 (PRNT80) neutralizationassay in the younger adult cohort, the Day 43 geometric mean
titerlevels at the Phase 3 selected dose of 100 ug were above those seen in reference convalescent sera

I Phase 3 COVE study fully enrolled with diversity and of major risk factors representative of the U.S.4

COVEstudy fully enrolled on October 227 with 37% of participants coming from communities of color
25% of participants over 65 years old; 17% with comorbidities

1.
2.
3.

4.

Corbett K.Flynn B, Foulds L, et al. Evaluation of the mRNA-1273 vaccine against SARS-CoV-2 in nonhuman primates. NEngl J. Med. 28 Jul2020; DOI: 10.1056/NEJM 0202467 1
Jackson L, AndersonEJ, Rouphael NG, et al. An mRNA vaccine against SARS-CoV-2- preliminary report. NEngl J M ed. 14 Jul 2020;DOI: 10.1056/NEJMoa2022483

Jackson L, Anderson EJ, Rouphael NG, et al. Safety and immunogenicity of SARS-CoV-2 mRNA-1273 vaccine in older adults. N Engl JM ed. 29 Sept 2020; DOI:

10.1056/NEJM 02028436

M odema COVEstudy: https://www modemaix.com/cove-study
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Pivotal Phase 3 efficacy, safety and immunogenicity study
Fully enrolled (N=30,000) on October 224

Phase 3 trial overview (NCT04470427)

ProtocolTitle A Phase 3, Randomized, Stratified, Observ er-Blind, Placebo-Controlled Study fo Evaluate the Efficacy, Safety, and
Immunogenicity of mRNA-1273 SARS-CoV-2 Vaccine in Adults Aged 18 Years and Older

Study Groups Strata DosagelM(D1,D29) 1:1 Sample Size  Enrollmentstatus
2 45 years 100 pg, placebo
A7, Enroliment completed
< 65 years at increased risk for complication of 100 | b October 22
COVID-19 [“at risk") Hg. placebo
. Enrcliment completed
< 65 years and not af risk 100 ug, placebo 58% October 22
Participant Approximately 30,000 participants (case driven) whose locations or circumstances put them at appreciable risk of acquiring
Populaﬁon COVID-19 and/or SARS-CoV-2 infection
“All-comers"” with regard to SARS-CoV-2 serostatus (baseline serology will be collected)
Study To demonstrate the efficacy of mENA-1273 o prevent COVID-19
Objectives To evaluate the safety and reactogenicity of 2 injections of the mMRNA-1273 vaccine given 28 days apart

Study Duration Approximately 25 months for each parficipant corresponding fo a 24-month follow up after the last vaccine administration






Operation Warp Speed

* Key players: CDC, HHS, FDA, NIH, DoD, BARDA

* Aimed at accelerating the production of COVID-19 vaccine(s) while
maintaining proper safety and efficacy measures

* Developing details around vaccine distribution and priority groups



COVID-19 VACCINE PLANNING

* At least at first, COVID-19 vaccines might be used under an Emergency Use
Authorization (EUA) from the U.S. Food and Drug Administration (FDA).

* There may be a limited supply of COVID-19 vaccines before the end of 2020,
but supply will continually increase in the weeks and months that follow.

* If there is limited supply, some groups may be recommended to get a COVID-
19 vaccine first.

e COVID-19 vaccines will be allocated pro rata by population to ensure fair and
equitable distribution across the U.S.

* Primary goals of ongoing planning efforts are to ensure high-priority groups
are vaccinated early and to establish a foundation to ensure vaccine access to
larger groups by working at the community level.



CONSENSUS STUDY REPORT

FRAMEWORK FOR

EQUITABLE
ALLOCATION oF

COVID-19
VACCINE

Aorbe

and Mortality Weekly Report

The Advisory Committee on Immunization Practices’ Ethical Principles for
Allocating Initial Supplies of COVID-19 Vaccine — United States, 2020

Nancy McClung, MDY Mary Chamberland, MD'2
Beth I Bell, MD*

On November 23, 2020, this report st posted a5 an MMWR
Eierly Relestse on the MMWR wvbyite (hetpostwsne cde. gos/mmsor)
To reduce the spread of SARS-CoV-2, the virus that causes

coronavirus discase 2019 (COVID-19) and its associated
impacts on health and socicty, COVID-19 vaccines are
essential. The US. government is working to produce and
deliver safe and effective COVID-19 vaccines for the entire
U.S. population. The Advisory Committee on Immunization
Practices (ACIP)* has broadly outlined its approach for devel
oping recommendations for the use of cach COVID- 19 vaccine
authorized or approved by the Food and Drug Administration
(FDA) for Emergency Use Authorization or licensure (/)
ACIP’s recommendation process includes an explicit and
transparent cvidence-based method for ascasing a vaccine's
safety and cfficacy as well as consideration of other factors,

including implementation (2). Because the initial supply of

vaccine will likely be limited, ACIP will also recommend
which groups should receive the carliest allocations of vaccine
The ACIP COVID-19 Vaccines Work Group and consultants
with expertisc in ethics and health equity considered external
cxpert committee reports and published literature and delib-
crated the cthical issues associated with COVID-19 vaccine
allocation decisions. The purposc of this report s 1o describe
the four cthical principles that will assist ACIP in formulating
recommendations for the allocation of COVID-19 vaccine
while supply is limited, in addition to scicntific data and
implementation feasibility: 1) maximize benefits and minimize
harms; 2) promote justice; 3) mitigate health inoquitics; and
4) promote transparency. These principles can also aid state,
wibal, local, and terrivorial public health authorities as they
develop vaccine implementation strategics within their own
communitics based on ACIP recommendations.
The ACIP COVID-19 Vaccines Work Group has met sev

cral times per month (approximatcly 25 mectings) since it
ostablishment in April 2020, Work Group discussions included

*The ACIPF includes 15 veting members responsble foe making vacane

recommendatmns. Fourseen of the members have axpertine 10 vaccnclogy

imemunology. pedutrics, ioemal mabiane, nanesg, famdy medsane. vaobogy

publa health infectunas duseases. andor pecvensrve medine. one member w3

Conusmcr reprrscntatve wha provides perpectives on the sox ial and commanay

spects of vaccimution. In addition o the 15 voting members, ACIP inchudes
"

mber wh reperscnt acer fnderal speoc with rpomdiie

o

saization program i the Unsod Seator. and 30,
organirations that being related immunsaton cxportine. hespr/ fwww

mderaandes heml
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ok griraccines/scqiem

Novernber 27, 2020 / Vol 69 / No. 47 15 De

Kathy Kialiw, MDv"; Dayna Bowen Masthew, [0, PRI Megan Wallace, DePH’ S
2ace M. Lee, MD™; H. Keipp Tulbor. MDD Joué R. Romera, MD”; Sara E. Oliver. MD'; Kathicen Dooling. MD'

review of the cpidemiology of COVID-19 and consultation
with experts in ethics and health equity to inform the devel
opment of an cthically principled decision-making process
The Work Group reviewed the relevant literature, including
frameworks for pandemic influcnza planning and COVID-19
vaccine allocation (3-8); summarized this information; and
presented it to ACIP. ACIP supported four fundamental ethi-
cal principles to guide COVID- 19 vaccine allocation decisions
in the sctting of a constrained supply. Essential questions thar
detive from these principles can assist in vaccine allocation
planning (Table 1),

Maximize benefits and minimize harms, Allocation of
COVID-19 vaccine should maximize the benefits of vaccina
tion to both individual recipicnts and the population overall
These benefits include the reduction of SARS-CoV-2 infections
and COVID-19-associated morbidity and mortality, which in
rurn reduces the burden on strained health care capacity and
facilitics: prescevation of services exsential to the COVID-19
response; and maintenance of overall socictal functioning
Identification of groups whosc receipt of the vaccine would
kead 10 the greatest benefit should be based on scientific ovi-
dence, accounting for those at highest risk for SARS-CoV-2
infection or severe COVID-19-related discase or death, and
the cssential role of certain workens. The ability of essential
workers, incdluding health care workers and non-health care
workers, 1o remain healthy has a multiplicr effect (i.c.. their
ability to remain healthy helps to protect the health of others
or to minimize socictal and cconomic disruption). Some of
these workers are at increased risk for SARS-CoV-2 infection
because of their limited ability to maintain physical distance
in the workplace or because they do not have consistent access
to recommended personal protective equipment.

Promote justice. Inherent in the principle of justice bs an
obligation to protect and advance equal opportunity for all
persons to enjoy the maximal health and well-being possible.
Justice rests on the belicf in the fundamental valuc and dig-
nity of all persons. Allocation of COVID-19 vaccine should
promote justice by intentionally ensuring that all persons have
cqual opportunity to be vaccinated, both within the groups
recommended for initial vaccination. and as vaccine becomes
more widely available. This includes a commitment to remov-
ing unfair, unjust, and avoidable barricrs to vaccination that
disproportionarcly affect groups that have been economically or

et of Health and Hurman Seveces Centen for Diaesne Corerol and Preventsor




Foundational principles for allocation

Ethical Principles

* Maximum benefit encompasses the obligation to protect and promote the public’s health and
socioeconomic well-being in the short and long term.

» Equal concern requires that every person be considered and treated as having equal dignity, worth, and
value.

» Mitigation of health inequities includes the obligation to explicitly address the higher burden of COVID-19
experienced by the populations affected most heavily, given their exposure and health inequities.

Procedural Principles

» Fairness requires engagement with the public, particularly those most affected by the pandemic, and
impartial decision-making about and evenhanded application of allocation criteria.

* Transparency includes the obligation to communicate with the public openly, clearly, accurately, and
straightforwardly about the allocation framework as it is being developed, deployed, and modified.

» Evidence-based expresses the requirement to base the allocation framework on the best available and
constantly updated scientific information and data.

(National Academy of Medicine, 2020) Elida 44



Plans to
ensure
equitable
access to
vaccination

for each of
the critical
population

CDC Critical Populations for COVID-19

Groups and individuals may fall into multiple categories.
Prioritization recommendations among and within groups are in development.

Category

Essentisal Workers

People at increased risk of
acquiring or transmitting COVID-
19

People with limited access to
routine vaccination services

Includes:

Healthcare personnel (i.e. EMS, hospital staff, vaccinators, pharmacy and long-
term care staff)

Other essential workers (i.e. first responders, education, others with critical
roles who cannot easily socially distance)

People 65 years of age and older

LTCF residents (i.e., nursing home, assisted living, others)

People with underlying medical conditions that are risk factors for severe
COVID-19 illness

People from racial and ethnic minority groups

People from tribal communities

People who are incarcerated/detained in correctional facilities
People experiencing homelessness/living in shelters

People attending colleges/universities

People living in other congregate settings

People living in rural communities
People with disabilities
People who are under- or un-insured




Healthcare Personnel (HCP):

« HCP refers to all paid and unpaid persons serving in healthcare settings who have the
potential for direct or indirect exposure to patients or infectious materials, including
body substances; contaminated medical supplies, devices, and equipment;
contaminated environmental surfaces; or contaminated air.

« HCP include, but are not limited to, emergency medical service personnel, nurses,
nursing assistants, home healthcare personnel, physicians, technicians, therapists,
phlebotomists, pharmacists, students and trainees, contractual staff not employed by
the healthcare facility, and persons not directly involved in patient care, but who could
be exposed to infectious agents that can be transmitted in the healthcare setting (e.g.,
clerical, dietary, environmental services, laundry, security, engineering and facilities
management, administrative, billing, and volunteer personnel).



Phased Approach

* Phase 1: Potentially limited supply of COVID-19 vaccine doses
available

— Focus initial efforts on reaching the critical populations

* Phase 2: Larger number of vaccine doses available
— Focus on ensuring vaccination Phase 1 critical populations who were
not yet vaccinated as well as for the general population

* Phase 3: Sufficient supply of vaccine doses for entire population

— Focus on ensuring equitable vaccination access across the entire
population. Monitor vaccine uptake and coverage; reassess strategy to
increase uptake in populations or communities with low coverage.



Phased Approach

lllustrative

scenario for planning purposes; will be adapted based on the clinical / manufacturing inforrmation on all OWS candidates and vaccine prioritization

Distribution will Adjust as volume of vaccine doses increases, moving from targeted to broader populations
reached (phased approach)

Max §

Volume
doses

available
(per month)

Tnals ;mfv1

Key
factors

Likely
admin
strategies

Limited Doses Available

Doses avalable per month
dine as of 07/16)

~

« Constrained supply
« Highly targeted administration required to achieve
coverage in priority populations

« Tightly focus administration

« Administer vaccine in closed settings (places of
work, other vaccination sites) specific to priority
populations

Large Number of Doses Available

N
Husy
N A/ base
N o4

—

~660M cumulative
doses available

« Likely sufficient supply to meet demand
« Supply increases access
« Broad administration network required

including surge capacity

= Expand beyond initial populations

« Administer through commercial and private
sector partners (pharmacies, doctors offices,
clinics)

« Administer through public health sites (mobile
clinics, FQHCs, targeted communities)

Continued Vaccination,
Shift to Routine Strategy

ative ramp-down, not
y on OWS decisions or
wlidate projections
~

N

N
N

N s e —— — —— — — — —

« Likely excess supply
« Broad administration network for
increased access

« Open vaccination

« Administer through commercial and
private partners

» Maintain PH sites where required

7 0  PERSE




Equity is a crosscutting
consideration:

Vaccine Allocation Phases

In each population group, vaccine access should be prioritized
for geographic areas identified through CDC’s Social

Vulnerability Index or another more specific index.

12/2020

Inpatient
and other
high-
exposure
HCW

Older adults
in
congregate
care

All other
HCW

Est.

All other
HCW

First
Responders

Critical
infrastructure

Industry
Education

Est.

High-risk
comorbidities

Adults + 65
Congregate care

Mod-risk
comorbidities

Est.

K-12,
childcare staff

Older adults

Young adults o

Children
All others

Adapted from https://www.nap.edu/catalog/25917/framework-for-

equitable-allocation-of-covid-19-vaccine




ADVISORY COMMITTEE ON IMMUNIZATION PRACTICES

Work Group Proposed Interim Phase 1 Sequence

Phaselc
Adults with high-risk medical conditions

Adulls 654

Phase 1b

Essential workers

(exampilos: Education Soctor, Food & Agriculture, Utiities.
Police, Firefighters, Corrections Officers, Transportation)




Should Docs Who Had COVID Still Get the Vaccine?

Healthcare workers consider giving up their spot in line considering limited supply

Given that at the very beginning, we are
really expecting demand to far outpace
supply, it does make some sense to
prioritize people who have not been
infected already




Pharmacy Partnership for Long-term Care Program

End-to-end management of the COVID-19 vaccination process for LTCFs nationwide
» (Cold chain management
« On-site vaccinations for all residents and any staff not already vaccinated
« Fulfillment of reporting requirements to jurisdictions and CDC

As part of this program, which is free of charge to facilities, the pharmacy will:
Schedule and coordinate on-site clinic date(s) directly with each facility.
Order vaccines and associated supplies (e.g., syringes, needles, personal protective
equipment).
Ensure cold chain management for vaccine.
Provide on-site administration of vaccine.
Report required vaccination data to the local, state/territorial, and federal jurisdictions within 72
hours of administering each dose.
Adhere to all applicable Centers for Medicare & Medicaid (CMS) COVID-19 testing
requirements for LTCF staff.

https://www.cdc.gov/vaccines/covid-19/long-term-care/pharmacy-partnerships.html




PUBLIC HEALTH PREPAREDNESS PLANNING

 Emphasis in collaboration:
* Immunization Program
* Health emergency preparedness program
* Emergency management agency
* Health care coalitions
* Industry groups
 Community vaccination providers

* Leverage seasonal influenza and routine
vaccination program

* COVID-19 vaccination response will be more
complex



All COVID-19 vaccination providers participating in the U.S. COVID-19 Vaccination Program
are required to sign a COVID-19 Vaccination Program Provider Agreement to receive
delivery of any COVID-19 vaccine from CDC’s distributor or a COVID-19 vaccine
manufacturer.

The agreement must be completed by all public and private providers, provider
organizations, and government-affiliated federal, state, territorial, and local providers.

CO\/ | D - 1 9 As part of the agreement, providers are required to:

. . e Store and handle COVID-19 vaccines under proper conditions, including

Va C C I n at | O n maintaining cold chain conditions and chain of custody at all times in accordance
with an EUA or vaccine package insert, manufacturer guidance, and CDC guidance in

this toolkit.

P rOV I d e r e Monitor storage unit temperatures at all times, using equipment and practices
that comply with guidance in this

toolkit.

Re q u I re m e n t S e Comply with immunization program guidance for handling temperature

excursions.
e Monitor and comply with COVID-19 vaccine expiration dates.

* Preserve all records related to COVID-19 vaccine management for a minimum of
three years.

e Comply with federal instructions and timelines for disposing of COVID-19 vaccine
and diluent, including unused

doses.




CDC Requirements for COVID-19
Vaccination Providers

* Must have an active NPI/TPl number.
* Must follow ACIP requirements and recommendations.

* Must comply CDC requirements for COVID-19 vaccine
management and maintain adequate storage capacities to
maintain integrity of the vaccine cold-chain requirements

* Must report dose usage within 24 hours to the state
immunization registry,

* Must report of all doses received including those
administered, lost, wasted, etc.

* Must report of any adverse event related to receiving the
vaccine.




PROVIDER ASSESMENT

* Hospitals
* VFC/VFA Providers
* Private centers

* FQCHC
 PHARMACIES

* Brand Pharmacies
* Mobile Units



Vaccine Allocation and Distribution

PFIZER a

CDC places order with Pfizer and Pfizer 1

moderna ships directly to facilities
———————— HUB —:- Min order 975 doses
5-5

CDC places 1 I McKesson distributes directly to facilities 1M
in order 100 doses
Moderna order
with McKesson PRIORITY
POPULATION

CDC McKESSON STATE COUNTIES FACILITIES PHASES

G- 1@

“OPERATION WARP SPEED"

Allocates based Distributes Allocates to Allocates to Administers to
on population vaccine and counties based on facilities population based Y Y
supplies predetermined on state

criteria recommendations

of doses for each facility

I States order allocated number




Vaccines are
made and
filled/finished
by the
manufacturers

Moderna

Pfizer Ancillary MegaKits delivered directly to UPS & FedEx for

Vaccine Distribution Process

Pfizer transports
Vaccine Drug

Product to UPS and
FedEx Facilities for
Distribution

8% —

FedEx.

distribution to Administration Sites

v

&@

Kitting Facility

P
/O

McKesson
> Distributors

Moderna Vaccines and
Ancillary Kits then stage

at Distribution Centers
before moving to the
States and Jurisdictions

| e
-)

Dry Ice
Recharge Kits
Delivered to
Administration
Sites for Pfizer
Vaccine

—:’.!BNG

v

S

Regional
Distribution
Centers

<

Hospitals

Large Clinics
Outpatient

Mobile Units

Pharmacies

Doctor’s
Offices

Public Health
Clinics

Long Term
Care Facilities

Other Federal
Entity Sites



Distribution Plan Includes Options for Points of Use (POUs) to Store COVID
Vaccine Up To 6 Months

Direct Shlpm.ent.to roint.of Vaccine Storage Vaccine Preparation
Vaccination

Each thermal shipper arrives Ultra-Low - From storage 1 vial used for
with a reusable GPS Temperature Freezer ‘ every 5 patients
temperature monitoring device (6 Months) |

Commercially available for POUs
from suppliers

Dry Ice Thermal
Shippers
(15 Days®)

2-8°C Refrigerator
Storage

(5 Days)




Vaccine A Example: Hub and Spoke Model, Delivery at 2-8C

lllustrative example, using one-time re-ice of thermal shipping container

Can be done in 5 days or fewer
Day 0 “ > Day 5
Hub receiving . . . ) )
vaccine Site 1 Site 2 Site 3 Site 4 Site 5
195 vials (975 doses) in ~40 vials (200 doses) ~40 vials (200 doses) ~40 vials (200 doses) ~40 vials (200 doses) ~35 vials (175 doses)
thermal shipping container moved to Site 1 moved to Site 2 moved to Site 3 moved to Site 4 moved to Site 5
at 22-8°C at 22-8C at 20-8°C at 20-8°C at 2°-8°C
LDgiStiCS *Receive product For delivery to each site: Either:
*Remove ~35 vials

«At hub: Remove ~40 vials (200 doses) from thermal shipping container and thaw
(175 doses) from thermal

Re-ice thermal shipping ! !
shipping container, thaw,

container (provides 5 «Transport thawed vials at 2°-8°C (e.g. mobile refrigerator) to site
days for vaccine storage and move at 2°-8°C to Site
at ultra low temperature) 5

B

Re-ice thermal shipping
container for another 5
days at -60°C to -80°C

s Thermal shipper may be
opened twice a day.

Admin- *Hub may also be a &Af each site: and repeat cycle
point of vaccine «Site stores doses at 2°-8°C in refrigerator
istration administration
«If needed, site has 5

«Site has 5 days (incl. day of delivery) to administer 200 doses (40 doses / day)
days to administer

remaining 175 doses
(35 doses / day)

Hub & spoke model would be the recommended transfer model for Phase 1a

Phase 1A: hospitals, CDT, FQHC
Phase 1B: first responder sites, occ health clinics, correctional facilities, etc.

Phase 1C: 700+ public & private providers



| DRAFT — PRE-DECISIONAL & DELIBERATIVE

|  Vaccine A

24 hours If the thermal shipping container will be used for storage, it must be re-iced within 24 hours
of initial inspection and then every 5 days thereafter. Up to 3 re-icings are authorized.

Option 1

-

VaCCI ne Sto rage Placed in ultra- Product stable for ~6 months \%\
Shipped CONUS = 24 hours cold temperature — /3;@ 6 Months
Thermal shipping container freezer
maintains -60° C to -80° C
up to 10 days without Option 2
opening at room Maximi 5 Days 5 Days 5 Da 5 Da
temperature aximize use of * PY—
l jﬂ thermal shipping A y
- Om) 11 container Re Re e Re wlee Refrigeration
11 === 20.80
[ | |
. —

Administration Site Option 3

5 Days 5 Days
One-time re-ice of * !;L “ i 10 Days
thermal shipping N

Manufacturing Site

Thermal shipping container must be opened and container Rzzng?gnon
inspected upon receipt ‘
In!llal inspection must be completed in less than 5 Option 4
minutes | _Ld‘ ol 5 Davs
The thermal shipping container can only be opened mmeaiately g
twice per day for 2 minutes during each opening placed in < 5 Days (120 Hours)
. Refrigeration
refrigerator 20.80 C
L] - o]
Vaccine Thawing|# & § |——(U) . 8 :
Ultra-cold Thermal oo 00 ration —
freezer shipping i e i i
container If removed directly from ultra-cold Once vaccine is the_:w_ed. it Must use diluted vaccine within
" temperatures, thaw vial at room must be diluted within 2 & hours (discard any unused
. ; . . t ture 30 minutes to 2 h hours; if unable to dilute within ) ) '
Thermal Minimum shipper quantity: 1 tray (195 vials, 975 doses) emperaiure JU minues fo 2 hours diluted vaccine after 6 hours)

before dilution 2 hours, store at 2°— 8°C
shipping  Maximum shipper quantity: 5 trays (975 vials, 4875 doses) 12
container

FOR OFFICIAL USE ONLY - DO NOT DISTRIBUTE




Moderna (mRNA)

* Anticipating late December/early
January

* Shipped from McKesson warehouse

* Frozen storage, -20°C; Fridge stable
for 30 days

* 94.5% effective in preventing
COVID-19 7d after dose 2

e 28 days between doses

* Minimum quantity 100 doses




Shipping to Local Points of Care

Three main Lines of Effort (local points of care):

* Phase la:Hospitals throughout PR (65) + 10 CDT ER

* Phase 1b: First Responder vaccination sites, + 1 mobile team, CDTs,
FQCHCOCC Health Clinics, Correctional Facilities

* Phase 1c: 700+public and private providers

brd

b

PRNG resources e . \|
-existing (organic) Local points of care
-contracting %

-acquisition




Local Points of Care/Vaccination

FACILIDADES DE SALUD
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Local points of care

Mobile. Team

‘ Hospitals

. Regional Distribution Center

A First Responder vaccination sites




Possible Timeline (Assumptions)

SUNDAY MONDAY TUESDAY WEDNESDAY | THURSDAY FRIDAY SATURDAY

NOVEMBER

15 16 17 18 19 20 Doses Allocated 21
CDC ACIP EUA Submitted

22 23 24 25 26 2 Doses Allocated 28
CDC ACIP EUA Submission

29 30 DECEMBER

1 2 3 4 5
State Microplans Locked |
6 7 8 9

10 11 12
FDA VRBPAC Window for EUA Decision/ACIP Review

13 14 15 16 17 18 19
Window for EUA Decision / ACIP Review Vx Distribution FDA VRBPAC Window for EUA Decision/ ACIP Review

20 21 22 23 24 25 26
Windowfor EUA Decision/ACIP Review Vx Distribution

27 28 29 30 31

Source: OWS Gen Perna Governor’s call



Vaccine Safety

All adverse events that occur will need to be reported
online at VAERS

CDC and HHS are in the process of improving the
system to handle the vaccine

Once vaccine is deployed:

VAERS will start collecting reports of adverse events for
COVID-19 vaccine

All health care providers will need to report online at
https://vaers.hhs.gov/




So How |s This Going to Work?

 Communication in advance of vaccine is critical
* Health care buy-in, uptake and recommendations
* Expectations for who gets vaccine when
* Vaccine confidence
* Vaccinating facilities need to complete the CDC Provider Agreement and

Profile, onboard to report all administered doses to IIS, and have their
vaccine storage and handling vaccine capability approved

* Vaccine will be offered to all of Phase 1a until demand diminishes and then
facilities will begin vaccinating Phase 1b

* Facilities within will be in different phases at different times
* And that’s ok
* We want shots in arms




Can | Choose My COVID-19 Vaccine?

modernar

T




COVID-19 Final Though

* This COVID-19 ---Is the moral test of our time, assessing our
ability to think about others before ourselves and to act for the
greater good.

« Recommendation

 Trust science.

* Trust our Institutions — grounded In responsive, responsible,
evidence-based governance and leadership.

* Trust in each other. Mutual respect and upholding human
rights must be our compass in navigating this crisis.
* |t IS a test, not the final exam.
* We are still learning



REMINDER

The information presented today is based on CDC’s recent guidance and MAY
change.



Questions?

Thank you for ‘. '
your ‘
partnership!
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