PRESIDENT &DEN §1GNS ?OSTAL REFORM INTO ]AW

Prefunding Mandate Scrapped, Landmark Bill Provides Billions in Relief to USPS

On Wednesday, April 6, President
Joe Biden signed the Postal Service
Reform Act into law at a White House
ceremony. President Mark Dimond-
stein and Legislative and Political
Director Judy Beard were invited to
witness the signing ceremony and
represent the APWU.

“This is a historic achievement for

v

A

our union,” said President Dimond-
stein. “Congratulations to every post-
al worker who has organized for over
a decade to ensure this long-needed
postal reform legislation became law.
The Postal Service Reform Act marks a
tremendous victory for our union, for
all postal workers, our families, and for
the people of the country who depend

on robust, reliable and sustainable
universal postal services.”

The Postal Service Reform Act
(PSRA) contains many key elements
that have long been a priority for the
APWU. First is the elimination of the
congressional mandate that USPS
prefund future retiree health benefits.

continued on page 3
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j The Pacer is the official publication of
the Central Michigan Area Local APWU
and is published quarterly as a means of
communication with the membership. Any and
all communications concerning the paper should
be addressed to:

Editor

P.O. Box 21154

Lansing, Ml 48909

the.pacer@yahoo.com

The editor reserves the right to determine
whether the material submitted for The Pacer
shall be printed and reserves the right to edit as
needed for space, libelous statements or personal
attacks. All articles must be signed and a contact
phone number included with the submission.
Names will be withheld upon request. Opinions
expressed in this publication are those of the
writers and not necessarily those of the editor
or officers to the Central Michigan Area Local
APWU.
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Members who wish to send articles

to me via email are encouraged to do at
this address:

the.pacer@yahoo.com
Remember to include your name

and a telephone number so | can check
with you if | need to make revisions.
It couldn’t hurt to ask for an email
receipt just to be certain | received your
submission.

John Greathouse, Editor

J
INION MEETINGS

FOR 2022

May 18 ~ Jun 15 ~ Aug 17
Sept 21 ~Oct19 ~Nov 16

Executive Board ~ 5:30 p.m.
General Membership ~ 7:00 p.m.

At the AFL-CIO Building meeting room,
on the northeast corner of Washington
and Lenawee in Lansing.

Due to Covid-19, meetings are held on both
Zoom & In Person at the AFL/CIO Bldg.

Links are published on the
"Central Michigan Area Postal
Workers” Webpage & Facebook.

'

Affiliated with: American Postal Workers
Union, AFL-CIO; APWU National Postal

e

"WEBPAGE

CMAL300.org

Press Association, Michigan State AFL-CIO &
Michigan Labor Press.
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continued from page 1

This mandate required the Postal Ser-
vice to set billions of dollars aside each
year to prefund retiree health benefits
75 years into the future. The prefund-
ing mandate alone is responsible for
84% of USPS's losses since 2007. Lift-
ing of the mandate is expected to save
the USPS roughly $27 billion over the
next 10 years and immediately elimi-
nates $53 billion of past due prepay-
ments on the USPS books.

Three important service-related
features are included in the new law.
The PSRA increases transparency
of USPS management, allowing the
public, Congress and regulators better
insight into USPS service issues. It also
mandates that USPS continue to pro-
vide a six-day-per-week, integrated
delivery network — packages and let-
ter mail moving together — long into
the future. Finally, the PSRA allows
USPS to enter into agreements with
State, local and tribal governments to
provide a whole range of new prod-
ucts and services.

Another major element of the bill
is in the integration of future postal
retirees into the Medicare system.
While USPS and postal employees
have contributed to Medicare for de-
cades, roughly a quarter of retirees do
not fully enroll in Medicare. Starting
in 2025, all postal retirees will have
Medicare as their primary payer and
a postal-only FEHBP plan as a second-
ary payer. These changes are expect-
ed to save postal retirees money by
eliminating out-of-pocket medical ex-
penses and by mitigating future pre-
mium increases, while saving USPS
$22 billion over the next ten years.

The PSRA passed both chambers
of Congress earlier this year after
more than a decade of debate and
consensus-building among the postal
unions, congressional leaders, mailers

and postal management. It garnered
broad, bipartisan support, passing the
House in February by a vote of 342-92
and passing the Senate in March with
a vote of 79-19.

“"APWU applauds every member of
Congress who has worked alongside
our union to achieve this critical leg-
islation,” said Legislative and Political
Director Beard. “We especially recog-
nize the leadership of Chairwoman
Maloney and Ranking Member Com-
er in the House and Chairman Peters
and Ranking Member Portman in the
Senate for their steadfast, biparti-

san resolve in crafting this bill. Postal
workers fought hard for this bill and
Congress heard our voices loud and
clear.”

“The path to winning this legisla-
tion was long and hard-fought,” said
Dimondstein. “We should all take
heart in this tremendous victory and
remember that together, our union
is a force to be reckoned with. Now,
the struggle continues to defend the
public Postal Service, to protect good
jobs, and to win improved and ex-
panded postal services and justice for
all workers.”

as Secretary.

SINCERELY,

JIsA $IAUSER

“THANK "YOU FOR THE
()PPORTUNITY TO ERVE

This month | resigned as your local Secretary. | want to thank you
for allowing me to serve as your secretary for what has been the last
10 years and 1 month. It has been my honor.

| felt hand-picked when the previous Secretary, Fritz Schlicker
was retiring and chose me to ask to step up and run for the position.
When | first began being Secretary, | never thought i would keep the
position for 10 years but here i am. Oh, and 1 month! It has been an
interesting job i really never planned on but as with most things in
life, | learned some things along the way. | do not regret my 3 terms

| hope someone will consider stepping up and continuing the job.

| wish that person nothing but Luck and encouragement. It is an
important position and a necessary one.

\Q.W @O@Q@r
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‘WHAT 15 ICOP? sk PEJoy.

BY (HUCK ZLATKIN

Postmaster Louis Deloy’s detri-
mental influence is everywhere. Jana
Winter of Yahoo News reported last
April that the Postal Service has been
running a program of surveillance on
American citizens called iCOP, the
Internet Covert Operations
Program that the public had
not heard about. The Postal
Inspection Service under the
direction of PMG Deloy was
using iCOP as the motiva-
tion for tracking and collect-
ing Americans’ social media
posts, focusing on those in-
volving protests. “Analysts
with the United States Post-
al Inspection Service (USPIS)
Internet Covert Operations
Program (iCOP) monitored
significant activity regarding planned
protests occurring internationally and
domestically on March 20, 2021,” says
the March 16th government bulletin,
marked as “law enforcement sen-
sitive.” People had no idea that the
Postal Service was involved in such ac-
tivity until Yahoo broke the story.

The iCOP program was started
originally to help find the movement
of illegal firearms and opioids through
the mail. It makes sense that the
Postal Inspection Service would be
concerned with the mail being used
for criminal enterprises. The Ameri-
can Spectator reported that “the US-
PIS is not authorized to surveil the
‘Net for threats to public order gen-
erally. The Federal Bureau of Investi-
gation and other agencies have that
responsibility. The fine print on the
Situational Awareness Bulletin claims
the surveillance was based upon au-
thority granted by 18 U.S. Code 3061.
That is curious because that portion
of federal law only empowers postal
inspectors to “investigate criminal

matters related to the Postal Service
and the mails.”

But that's before Deloy. In the Ya-
hoo article, Rachael LevinsonWald-
man, Deputy Director for the Brennan
Center for Justice said, “Based on the
very minimal information that’s avail-
able online, it appears that [iCOP]

— EXPOSEDbyCMD.

is meant to root out misuse of the
postal system by online actors, which
doesnt seem to encompass what's
going on here. It's not at all clear why
their mandate would include monitor-
ing of social media that's unrelated to
use of the postal system.”

Looking at DeJoy’s history, we can
conclude that Deloy probably saw
iCOP as a handy means of detecting
any threats against him or his cronies
that might be emanating from pro-
testing groups or individuals. Chief
Postal Inspector Gary R. Barksdale
met with members of Congress be-
hind closed doors to answer their
questions about iCOP after the Yahoo
story broke. He told them that threats
against the PMG increase whenever
he appeared in the news.

CALLS CONTINUETO FIRE DEJOY

It is clear through the reign of Louis
DeJoy as Postmaster General of the Unit-
ed States (PMG), he has not delivered
to the American people the “prompt,
reliable and efficient service” that the

mission of the Postal Service promises.
His failure has not been ignored by the
growing chorus of members of Con-
gress calling for the firing of Louis DeJoy
or the many editorial writers at national
and local publications also calling for De-
Joy to be fired. Back on August 19, 2020,
only a couple of months after he began
as PMG, 86 national organi-
zations wrote a joint-letter to
the Postal Board of Governors
demanding that Deloy “must
immediately resign or be dis-
missed.” But, sadly, in 2022,
Deloy is still the PMG! Part
of the explanation may come
from the fact that a good num-
ber of Republican federal elect-
ed officials received ample do-
nations from multimillionaire
Louis DelJoy and his wife prior
to his becoming PMG. These
Republican members continue to sing
the praises of DeJoy stating how good
it was to finally have a “businessman” in
charge of the Postal Service.

They are not alone. All four nation-
al postal unions have refused to call
for Deloy to resign or be fired, as well.
Three of the four have successfully ne-
gotiated collective bargaining agree-
ments with Deloy, with the fourth
beginning negotiations later this year.
What remains to be seen, is now that
that the unions have their new con-
tracts, whether they will begin to op-
pose Deloy’s Delivering For America
ten-year plan as it delays the mail, rais-
es prices, cuts hours at post offices, and
closes processing plants. Many rank-
and-file postal workers feel threatened
by his ten-year plan’s apparent aim to
eliminate their jobs in the long term.
It is @ major mistake to underestimate
DelJoy. His history as a “businessman”
shows that he is no friend to workers
and shouldn’t be trusted with the fu-
ture of a public Postal Service.

— The Union Mail
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BY oJOHN (SREATHOUSE,
GDITOR

Greetings Brothers and Sisters,

Well, a lot of things have happened
over the past few months, so let's get
started!

NEW CONTRACT

We got a new contract that was
ratified by the membership. This con-
tract has a lot of what looks to be
good stuff if you are a PSE but not so
much for folks who have been here
for a while.

A good way to look at it, it was a
contract that did not get take out of
our hands and into an arbitrator. | will
not debate the issue here on this sub-
ject as there is more things that pag-
es in this paper!

240B GRIEVANCE SETTLEMENT

In the Lansing Plant and part of
the Customer Service section, there
was a large payout to the affected
employees. As a result of this, a lot of
folks are wondering why they did not
get a piece of the pie!

In order to be a part of this settle-
ment, you had to be in the following
position:

1. In the bargaining unit (You are a
Clerk)

2. You had to work in the following
areas:

a. Be aClerkin the Plant
b. Be a Clerk in Customer Service

i. Main Office Windows
ii. Merrill Street Station
iii. Postage Due Section
iv. Firm Call
v. 12/15 Zone Clerks
3.You could not be on a detail to an
EAS position (204b, Administrative
Assistant, etc.)
Should you manage to be able
to check off all of these boxes, you

would have received a payout.

On that note, there was a couple
of errors made and a group was over
looked. On a good note, we are ad-
dressing that and they will be paid
when the 2nd settlement is paid out.
As is stand right now, the first griev-
ance was around $185,000! There are
2 additional grievances pending at
Step 2 and the 4th one should be on
it was to Step 2 by the time your read
this which should bring the total to
well over $250,000!

The meter is still ticking as man-
agement has taken little to no action
to correct the situation!

Should your office have a 204b
that is working, on a continues basis
(5 days a week), and has been doing
so for along period of time, please re-
quest a steward from your supervisor
so that your steward can review the
situation and see if management is in
violation of the contract.

POSTAL LEGISLATION
On April 6th, President Biden
signed the Postal Reform Bill. This
new law will fix a lot of things that
were wrong with the USPS and no it
will not get rid of DeJoy but it does
reverse the 2006 PAEA that has

dragged the Post Office down!

HEALTH PLAN
In the new Postal Reform Bill, there
are changes to employee and retiree
healthcare. Rather than writing you a
new story do discuss this, there is an-
other article in this paper that has all
of the answers.

WORKERS MEMORIAL DAY

April 28th is the National Workers
Memorial Day where we honor and
remember workers who have been
injured or have lost their life due to
unsafe working conditions across the
country. And yet again, there is more

information on this in this edition in
the related article.

APWU NATIONAL ELECTIONS

It is that time again, and | strongly
encourage each and everyone of you
to be sure to vote when the APWU
Ballots come out.

| know that during the vote for the
contract, there were several mem-
bers, who have not moved in sever-
al year or changed their address, did
not get a ballot. And to make matters
worse, when you called to get a re-
placement, it arrived one to two days
before it was due back to be counted!
This is wrong and needs to addressed
so it does not happen again!

THE PACER

If you have read this far, | hope you
have noticed that The Pacer has had
a major change. With the support of
our printer, Stacy Publishing, we have
changed the size and format of The
Pacer in an effort to save our member
money. This paper, in the years | have
been the editor, has made numerous
changes and improvements that has
resulted in reducing the cost of the
paper by approximately 35% while in-
creasing the quality of the paper.

| hope everyone enjoys reading
this new format of paper.

In closing, The Pacer is the Mem-
bers paper and as such, each and
every one of you has a voice, should
you choose to share it with your fel-
low brothers and sisters by writing
an article. It does not need to be any-
thing large, one or two paragraphs is
great! You can write about things in
your office, events in your communi-
ty or even a co-worker who has done
something to help you, the office or
the community. This is your chance to
join in and be a part of the Union!

Take care, stay safe and in Solidar-

ity.
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More than 50 years ago on April 28, Workers Memorial
Day, the Occupational Safety and Health Act went into
effect, promising every worker the right to a safe job—a
fundamental right. The law was won because of the
tireless efforts of the labor movement, which organized for
safer working conditions and demanded action from the
government. Since then, unions and our allies have fought
hard to make that promise a reality—winning protections
that have made jobs safer and saved lives. But our work is
not done. Each year, thousands of workers are killed and
millions more suffer injury and illness because of dangerous
working conditions that are preventable.

The COVID-19 pandemic devastated working families and
highlighted the fundamental right to and importance of

a safe job for every worker. Immediately and throughout
this crisis, unions and our allies have stepped into action
to demand and win protections on the job from this highly
contagious virus. We organized for safe jobs and the right
to speak out against unsafe working conditions. We won
emergency safety protections for health care workers
against COVID-19, and are continuing the fight for all.
Without federal action to require prevention measures in
all workplaces, unions demanded access to the ventilation,
personal protective equipment and other measures that
protect workers from inhaling the virus at work. The central
involvement of organized labor and our allies was the key
factor that improved working conditions

to save lives.

But our work organizing for safe jobs has not ended. The
pandemic exposed our weak laws that have prevented
workers from organizing in their workplaces to demand
safer working conditions. It also exposed weak job safety
laws and a lack of resources that would ensure the

OBSERVE WORKERS MEMORIAL DAY = APRIL 28

Occupational Safety and Health Administration (OSHA)

and the Mine Safety and Health Administration (MSHA) can
protect workers. Many employers and workers never see
OSHA in their workplace. Penalties are still too low to be a
deterrent. Workers are not adequately protected to speak
out against unsafe working conditions and to freely join a
union without retaliation. As we look to the next 50 years
of worker protections under OSHA and MSHA, we must
demand Congress strengthen the agencies’ authorities and
provide them the resources necessary to ensure working
people have safe jobs now. There must be action on critical
safety and health protections against preventable hazards:
infectious diseases, heat illness, workplace violence and
silica in mining, and exposure to toxic chemicals that kills
tens of thousands of workers each year.

Together, we are raising our collective voices to win stronger
safety and health protections in our workplaces and stronger
job safety and health laws. We are standing strong to hold
workplace safety agencies accountable to create and
enforce laws that protect workers, and to hold employers
accountable to keep workers safe. We are organizing to
raise the baseline level of safety protections for everyone,
including those disproportionately impacted by dangerous
working conditions.

On April 28, the unions of the AFL-CIO will observe Workers
Memorial Day to remember those who have suffered and
died on the job, and to organize the fight for safe jobs. We
will come together this year to call for action on hazards
that cause unnecessary injury, illness and death. We will
stand united to strengthen workers’ rights and protections,
and demand resources and actions needed for job safety
enforcement. We will fight for the fundamental right of every
worker to a safe job until that promise is fulfilled.

AFL-CIO

o JANUARY-MAY, 2022
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WORKERS MEMORIAL DAY APRIL 28, 2022

Decades of struggle by working people and our unions have improved working
conditions and made jobs safer, but it has not been enough. This year we are
coming together to strengthen our rights and protections to ensure everyone can
come home safely at the end of a work shift—and without chronic illnesses from
toxic exposures at work.

As we grieve those we have lost from workplace hazards, including COVID-19, we
must continue to push forward. We must:

® Ensure all workers have the necessary protections from COVID-19 at work.

e Guarantee all workers have a safety voice on the job and the right to freely form a
union without employer interference or intimidation.

® Pass the Protecting America’s Workers Act (PAWA) to provide OSHA protection to
the millions of workers without it, stronger criminal and civil penalties for companies
that violate job safety laws, and improved anti-retaliation protections.

® |ncrease efforts to protect the safety and health of Black, Latino and immigrant
workers who are disproportionately affected by and especially targeted for
speaking up against unsafe working conditions.

e |ncrease the job safety budgets and improve job safety enforcement.

* Win new protections on infectious diseases, workplace violence, silica exposure
in mining, heat illness, exposure to asbestos and other toxic chemicals, and other
hazards.

e Defend hard-won safety and health protections and workers’ rights from attacks.

WHAT YOU CAN DO ON WORKERS MEMORIAL DAY

There are many ways to recognize Workers Memorial Day:

® Organize an online campaign to call for stronger safety and health protections
using our digital toolkit. Demand that elected officials put workers’ well-being over
corporate interests.

® Organize an outdoor, socially distanced event at your workplace to stand together
to protect the fundamental right to a safe job for every worker and hold your
employer accountable for keeping you safe.

® Hold a candlelight vigil, memorial service or moment of silence to remember those
who have died on the job, and highlight job safety problems in your community.

® Host an event with members of Congress in their districts. Involve injured workers
and family members who can talk firsthand about the need for strong safety and
health protections, the ability to speak up against unsafe working conditions,
and joining together in union to keep workplaces safe. Invite local religious and
community leaders and other allies to participate in the event.

e Conduct workshops to train and empower workers to report job safety hazards and
exercise workplace rights. Invite union members, nonunion workers and community
allies to participate.

e Create a new memorial site at a workplace or in a community where workers have
been killed on the job.

e Create and share an online photo and storyboard campaign on social media to
remember workers who have been killed on the job.

® |nvite the press to your Workers Memorial Day events to increase public awareness
of the dangers working people face on the job.

e Continue to hold our leaders and employers accountable to provide safe working
conditions. As a labor movement, we Mourn for the Dead and Fight for the Living on
April 28, and every day of the year.

S
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February 11, 2022

The Postal Service Reform Act of
2022 (PSRA; H.R. 3076) includes a
number of provisions that would al-
ter the authority and operations of
the U.S. Postal Service (USPS) and
the Postal Regulatory Commission.
Section 101 of the PSRA includes re-
forms intended to reduce USPS's fu-
ture retiree health liability by requir-
ing eligible postal retirees to enroll in
Medicare Part B and by providing re-
tiree drug coverage through Medicare
Part D. This Insight provides an over-
view of how Section 101 of the PSRA
would change USPS worker and retir-
ee health benefits.

USPS HEALTH BENEFITS

Similar to most other federal agen-
cies, the USPS offers health care ben-
efits to its employees, retirees, and
their dependents through the Federal
Employees Health Benefits Program
(FEHB), which is administered by the
Office of Personnel Management

(OPM). Although USPS health bene-
fits are provided through FEHB, the
USPS is governed by arrangements
that are unique within the federal gov-
ernment in regard to its funding of
these benefits.

For non-postal federal employees,
the amount the federal government
contributes to premiums is deter-
mined according to a statutory for-
mula and is paid out of the employing
agencies’ appropriations for salaries.
For USPS employees, the USPS con-
tribution to premiums is determined
through collective bargaining agree-
ments and is paid out of USPS rev-
enues. Although different methods
are used to determine federal gov-
ernment/USPS premium contribution
amounts, contributions are generally
the same in 2022.

The amount of government con-
tribution for postal and non-postal
retirees is determined using the same
formula as for non-postal employees.
In most federal agencies, the govern-

MEMORIAL DAY
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HONORING ALL WHO SERVED
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ment contribution to retiree health
benefits is paid by OPM through an
appropriated entitlement. The USPS
pays the government share of USPS
retiree health benefits and, since 2017,
has done so using the Postal Service
Retiree Health Benefits Fund (PS-
RHBF). (The PSRHBF is related to the
USPS prefunding obligation for retiree
health care costs, which is addressed
by Section 102 of the PSRA.)

MEDICARE

Medicare is comprised of four
parts. Part A (Hospital Insurance) cov-
ers inpatient hospital, skilled nursing,
hospice, and some home health ser-
vices; Part B (Supplementary Medical
Insurance) covers a range of medical
services, including physician and out-
patient hospital services; and, Part
D, which is provided through private
insurance plans, covers outpatient
prescription drugs. (Medicare benefi-
ciaries enrolled in both Part A and Part
B may elect to receive their coverage
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through a private Medicare Advan-
tage [Part C] plan.)

Most Medicare beneficiaries do not
pay a premium for Part A and enroll
when first eligible. Because Parts B
and D carry premiums, enrollment in
these parts is optional, but the major-
ity of beneficiaries choose to enroll.
The various parts of Medicare have
different funding sources—Part A is
primarily funded through dedicated
payroll taxes, while Parts B and D are
primarily funded through beneficiary
premiums and federal general reve-
nues.

When a retiree enrolled in Medicare
also has FEHB coverage, Medicare
pays claims for services first and FEHB
pays second. Federal retirees, includ-
ing postal retirees, may continue their
FEHB coverage into retirement and
pay the same FEHB premium amounts
as current employees. Some federal
retirees with FEHB, including about
24% of postal retirees, choose not to
enroll in Medicare Part B, because it
can duplicate some FEHB benefits and
requires paying an additional premi-
um. Because FEHB drug coverage is
considered creditable, federal retir-
ees with FEHB do not need to enroll in
Medicare Part D.

POSTAL SERVICE HEALTH
BENEFITS PROGRAM

The PSRA Section 101 would re-
quire the establishment of the Post-
al Service Health Benefits Program
(PSHB), which would be administered
by OPM and would provide health in-
surance to USPS employees, retirees,
and their dependents instead of FEHB
starting in 2025.

Under the PSHB, USPS employees
and retirees would be able to enroll
in self-only, self-plus-one, or family
coverage. If a USPS employee/retiree
were enrolled in FEHB in 2024 and did
not select a PSHB plan in 2025, OPM

would automatically enroll the indi-
vidual in a plan offered by the individu-
al's FEHB insurer or, if not available, in
the lowest-cost, non-high deductible,
nationwide PSHB plan that does not
charge a membership fee.

The PSHB would generally be
structured similarly to FEHB. OPM
would contract with insurers to of-
fer plans, and the plans would need
to meet specified statutory FEHB re-
quirements. To the greatest extent
practicable, the PSHB would also be
required to include plans offered by
each FEHB insurer that had a plan that
enrolled at least 1,500 USPS employ-
ees or retirees in January 2023. (It also
would include plans offered by other
insurers determined appropriate by
OPM.) In 2025, insurers with plans in
PSHB and FEHB would be required
to ensure that their PSHB and FEHB
plans have equivalent benefits and
cost-sharing requirements, with cer-
tain exceptions, including the drug
coverage of Medicare-eligible retirees
(see below).

PSHB premiums would be deter-
mined separately from FEHB premi-
ums. As such, PSHB insurers would
determine premiums based on the
amount of health care expected to be
used by USPS employees, retirees,
and their dependents. The USPS con-
tribution toward annuitant premiums
would be calculated using the same
statutory formula currently used un-
der FEHB but would be based solely
on PSHB plan premiums.

The PSRA would require all Medi-
care-eligible USPS annuitants and
their Medicare-eligible covered family
members to enroll in Medicare Part B
in order to maintain their USPS health
coverage. Those who, as of January
1, 2025, are current annuitants and
current employees aged 64 and over,
those with Department of Veterans
Affairs (VA) or Indian Health Service

(IHS) coverage, or those residing
abroad would not be subject to this
requirement. The bill would provide
for a six-month special enrollment pe-
riod, starting April 2024, during which
Medicare-eligible postal annuitants or
family members could enroll in Part
B; any late-enrollment penalties in-
curred by individuals enrolling during
this period would be paid for by the
USPS. Prescription drug coverage for
all Medicare-eligible annuitants (both
current and future) would be provided
through a Medicare Part D Employ-
er-Group Waiver Plan (EGWP).
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FDA Advisors Weigh COVID Booster Shots for Fall

THURSDAY, April 7, 2022 (HealthDay News) — Outlining a daunting timeline for development of
any updated coronavirus vaccine for next fall, federal health officials told an expert advisory panel
on Wednesday that clinical trials of potential candidates would have to begin by next month, and a
final formula chosen by June, to meet that tight deadline.

The assessment came during a daylong meeting of outside advisers to the U.S. Food and Drug Ad-
ministration, who met to discuss what the nation’s COVID vaccine policy should look like moving
forward.

But time is of the essence.

While numerous clinical studies of retooled shots are ongoing from vaccine manufacturers and the
U.S. National Institutes of Health (NIH), they are too small to provide the kind of efficacy data that
were produced for earlier vaccines, The New York Times reported.

Once larger trials are completed, vaccine manufacturers would need several months to produce
hundreds of millions of doses of a reconfigured vaccine, Robert Johnson, director of an infectious
disease division within the U.S. Department of Health and Human Services, told the panel.

“If you're not on your way to that clinical trial by the beginning of May, it is very difficult to have
collectively across manufacturers enough product to meet that demand,” Johnson said, the Times
reported.

Dr. Peter Marks, who oversees vaccine regulation for the FDA, agreed that decision on a fall vaccine
was needed by May or June.

But vaccine experts are still guessing at what the ever-changing pandemic will bring.

Questions include whether new variants will emerge and, if so, whether they will change the virus
substantially. Many experts think another surge is likely this fall. Another question is how to modify
existing vaccines so they work better.
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Trevor Bedford, a biostatistician at the Fred Hutchinson Cancer Research Center, said during the
meeting that the coronavirus has been mutating far faster than the flu virus, which has a redesigned
vaccine every year, the Times reported.

Booster shots were also discussed during the gathering: Sharon Alroy-Preis, director of public
health services for Israel’s Health Ministry, described Israel’s experience with a second booster shot
for people ages 60 and older.

Last week, the United States followed suit and authorized a second booster for Americans ages 5o
and older. The CDC recommended the second booster for anyone 65 and older and people ages 5o
to 64 with underlying health conditions.

While Marks said the FDA did not consider
the second booster to "be a major expansion
or change,” Dr. James Hildreth, president of
the Meharry Medical College in Tennessee,
asked why the FDA did not seek the advice
of a panel it had convened to discuss future
vaccine policy, the Times reported.

Jerry Weir, a senior FDA official, said the agen-
cy expects to ask the advisory panel to review
any reconfiguration of existing vaccines be-
fore a future emergency authorization.

The meeting also included Dr. John Beigel, a clinical research director at the NIH, who described a
new study designed to compare how well Moderna’s existing vaccine works when stacked against
modified versions meant to target known variants, either on their own or in combination, the Times
reported.

The study will include enrolling 600 volunteers who have received their vaccines and a booster.
Some will be given a dose of the existing vaccine. Others will get experimental vaccines that target
the Omicron variant, Omicron plus the Beta variant, the Delta variant and a prototype virus that
emerged first in the pandemic. Results may be ready by mid-summer, Beigel said.

More information:
The U.S. COVID website has more on COVID-19.
SOURCE: The New York Times
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