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Welcome, Purpose of Today’s Meeting and Meeting Logistics

Nadine Burke Harris, MD, MPH, California Surgeon General, Co-Chair
Erica Pan, MD, MPH, State Epidemiologist, Co-Chair
Bobbie Wunsch, Founder and Partner, Pacific Health Consulting Group

Dr. Burke Harris welcomed the committee and Bobbie Wunsch reminded the committee of
meeting processes.

Review Public Comments since March 16, 2021 Meeting #12

Bobbie Wunsch, Founder and Partner, Pacific Health Consulting Group

Bobbie shared a summary of the public comments submitted from March 16 through April 12.
There were 112 individual and organizational submissions of public comment, totaling 21
pages, with links to additional pages of comment. The summary is:

e 69 people wrote to encourage the California Department of Corrections and
Rehabilitation to reduce incarceration in state prisons to below 50% capacity and
prioritize vaccinations for staff and inmates

e 1 person wrote that public messaging and communications across the state regarding
where to get vaccines should be improved

e 27 people wrote about getting higher up on the prioritization list for their occupations
or medical conditions. This included: utility workers (2), ordained clergy (1), mail carriers
(1), parents/caregivers of children with California Children’s Services (CCS) eligible
children who are not connected to regional centers (1), single parents or solo caregivers
of children (1), people with Type 1 diabetes (3), people with cystic fibrosis (1), people
with sleep apnea (1), people with BMI under 40 (1), people with HIV/AIDS (1); people
with lupus (1), people with schizophrenia (1), and people who travel internationally (1).

e 1 person asked that the state allow nuclear medicine technologists to vaccinate others

e 1 person highlighted the need for in-home vaccinations for the elderly

e Many young people getting vaccinated before those over 55 years

e 2 people asked the state to address equity more effectively

e 1 person suggested that masks should be optional

Opening Comments from Co-Chairs

Nadine Burke Harris, MD, MPH, California Surgeon General, Co-Chair
Erica Pan, MD, MPH, State Epidemiologist, Co-Chair
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Dr. Burke Harris reviewed the values that guide the process: safety, equity and transparency.
This is especially important given the national pause on the Johnson & Johnson (J&J) vaccine to
investigate safety concerns and a recognition that this pause demonstrates the state’s vaccine
surveillance system is working. Dr. Burke Harris reflected that a lot has happened related to
equity since the last meeting that will be shared today, and she reviewed the agenda. Blue
Shield of California has been working hard on equity and looks forward to CVAC input to inform
future efforts. Dr. Grace Lee who is a member of the CDC’s Advisory Committee on
Immunization Practices (ACIP) will offer an update.

Dr. Pan thanked the committee and reflected that this was the first week that no counties
stayed in the purple tier. By June 2021, California should be in a very different place if we use all
the tools we have, such as masks and physical distancing, to get to immunity. Dr. Pan expressed
her gratitude to this committee for its input, her state colleagues, and others.

Update on Vaccine Supply, Eligibility for Vaccines and Guidelines for Vaccine Verification

Erica Pan, MD, MPH, State Epidemiologist, Co-Chair

Dr. Pan reviewed the current epidemiology. There are 3.6 million cases in California to date, but
the case rate is low at 4.7 new cases per 100,000 per day. Deaths continue to decrease. Testing
has decreased; testing positivity has remained less than 2% for a few weeks. Over 23 million
doses of vaccine have been administered. New cases have been declining since the end of
February. Dr. Pan acknowledged slight increases in new cases and new hospital admissions.

Dr. Pan shared the current vaccine dashboard. 23.7 million doses have been administered to
date, with about 9 million individuals (27% of those eligible) fully vaccinated. Of those over 65,
57% are fully vaccinated, and about half of eligible people have had at least one dose. Some
states are experiencing surges due to variants and the UK variant is increasing in California.

Dr. Pan shared a slide depicting the Vaccine Equity Metric. In Quartile 1, 17.6% of people 16 and
older have been partially vaccinated and 22.2% fully vaccinated, in contrast to 23.1% and 35.8%
in Quartile 4. This gap has been decreasing over time, approaching equality, but there is a long
way to go before achieving equity, where more people are being vaccinated in Quartile 1.

The state is currently receiving about 2.1 million doses a week from various sources. This supply
is relatively flat for the next 3 weeks due to J&J manufacturing delays and now the
recommended pause in use of the J&J vaccine. Supply is projected to increase over time given
greater production of Pfizer and Moderna vaccines. To date, J&J has represented less than 5%
of doses given and 4-7% of California’s overall allocation. Dr. Pan briefly reiterated the current
eligible groups and the fact that every Californian 16 and older will be eligible starting April 15.
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The topic of vaccine verification has been coming up in California and nationally. Questions
include: how to make verification convenient, what standards will make the information
accessible, and how it can be equitable and ethical, including the use of digital apps being
piloted now. In the short term, proof of vaccination may include vaccination cards, photos of
this card, photos from an electronic device, or other documentation from a health care
provider. This information is included in an appendix to the Blueprint for a Safer Economy. The
state also added an addendum to the Blueprint which includes “capacity bonuses” that allow
more people to be in shared spaces safely. The CDC has posted guidance that fully vaccinated
people can gather together inside without masking or physical distance and this can include
unvaccinated low-risk individuals like young children. In the orange and yellow tiers, capacity
can be increased by 50-75% if everyone shows proof of vaccination or negative test within 24
hours. Businesses can also consider sections or events for vaccinated persons only.

Dr. Pan also announced that Pfizer has applied to expand their use in adolescents 12-15 years
old and is pending FDA approval, possibly in the next month. These requests are based on very
encouraging data from their Phase 3 trials. This would cover about 2.6 million Californians.
Finally, Dr. Pan shared that there are trials currently underway for 0-12 year-olds, and there are
projections that they may become available at the end of 2021 or early in 2022.

Questions and Comments from Members

e Are we tracking the real-world effectiveness of the vaccines —i.e., new cases and
disease among those who have been vaccinated?

o CDPH: The CDC reported very high levels of real-world effectiveness for Pfizer
and Moderna vaccines. Even at 95% effectiveness, there will be people who get
sick, but people who have been vaccinated either have no symptoms, very mild
symptoms or very low levels of virus (suggesting they will not be infectious).
Hospitalizations are closely monitored. Finally, we have increased the percent
of specimens sequenced up to about 7% and have seen an increase in the UK
variant (B.1.1.7) which now represents about 10% of cases. Sequencing
hospitalization and especially ICU cases is becoming more systematic.

e Parents are worried about the long-term reproductive health of their daughters,
especially with the J&J data coming out now. There is a lot of hesitancy among those
with general immunization hesitancy that might become a barrier to school re-opening.

o CDPH: Demand for the vaccine is lower than anticipated. Although we don’t
know the long-term impacts of the vaccines, COVID-19 itself can have long-term
impacts, even in children, and these should be weighed and balanced. There
have been 60,000 deaths from COVID out of 3.5 million cases, and for the J&J
vaccine there have been almost 7 million doses given and only 6 serious side
effects — very different benefits and risks. In schools we will focus on the other
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tools for mitigation, including masks and testing. We need to allow people to
ask questions and behave with safety, equity and transparency. The Let’s Get to
ImmUNITY campaign reflects this. We need to provide trusted, rigorous
information that people can believe in. We want to demonstrate to the public
that the government takes concerns about safety seriously. The fact that 6
cases were identified out of 6.8 million doses given, and the CDC/FDA and all
states paused offers a model of reassurance that if there is a real concern about
reproductive harm or safety, government will take it seriously.

Thank you for highlighting the concerns of parents. If you think that having a Town Hall

Q&A with healthcare experts would help, please reach out and please encourage them

to talk to their own trusted physicians.

I'd love to hear more about the proof of vaccination issue and also hope that we don’t

need to have proof as we get closer to herd immunity.

Is there an effort to ensure information about vaccinations gets integrated into people’s

medical records and to track cases like the J&J incidents?

o CDPH: There is a California Immunization Registry (CAIR) and a few smaller
registries linked to it. These are most robust for children’s vaccinations. Health
care providers and vaccinators are not required to use them, although an
increasing number do. All COVID-19 vaccines are being integrated with this
state database. There has been work on bi-directional health information
exchanges and interfaces but these issues are very complex, even for the largest
health systems. People do not enter their primary care provider into My Turn so
there is no way for information to flow automatically when they are vaccinated
outside their health home.

Does the state have enough data to inform trends and concerns like the ones that
caused the J&J pause?

o CDPH: We have data about who has received which COVID vaccine. Right now
we and the CDC are working on clinician alerts and messaging. These incidents
were picked up through the Vaccine Adverse Event Reporting System (VAERS),
and heightened awareness is helping ensure better use of this important tool.

| agree that taking time to build trust and answer questions is critically important. While
the J&J vaccine has been so helpful from a public health standpoint, the issues of
informed consent and choice are paramount. Do those who have privilege have the
choice to get any vaccine while others with less access will have fewer choices, and what
are the implications of this long term, especially if there are differential outcomes
associated with different vaccines? In times of scarcity we want to get whatever we can
into communities, but we will have more plentiful vaccines soon. How will we ensure



that as people ask questions those questions translate into choice and how can we
equitably distribute the ability to have choice?

o CDPH: These are important points. We are fortunate in the US to have three
vaccines and are confident every person who wants a vaccine will be able to get
one. Other countries have fewer options and are seeing surges and mortality.

Can we get more details on the 60,000 deaths? For example, there have been 9,000
recorded deaths in nursing homes, but this understates those that are transferred to the
hospital before they pass away. This is true for other data points we don’t collect, like who
is low-income or lives in multigenerational housing. Data matters and nearly 70% of 60,000
deaths of those under 65 have been among Latinx persons. In other states like Michigan the
virus is creeping back into these vulnerable populations and there is an uptick in nursing
home cases. When case rates surge in the community, especially with variants, they
ultimately will kill our most vulnerable. Can we see more specificity in the death data —e.g.,
those in memory care units, living in multigenerational households — to inform our efforts,
push us to achieve equitable vaccination rates sooner, and hold ourselves accountable to
vaccinating vulnerable populations? My op-ed:
https://www.sandiegouniontribune.com/opinion/commentary/story/2021-04-08/opinion-

vaccine-covid-19-safety

o CDPH: There is a lot of work to validate the data — e.g., coding about multiracial
people. There will be updates based on the Healthy Places Index (HPI) data in
the next few days, but race/ethnicity data is taking longer. Ms. Goode from Blue
Shield of California is looking at what steps will allow us to drive toward equity.

e We have been assured that outreach to homeless populations is ongoing. Is there data
to show how effective those efforts are at education and in vaccinating our homeless?

o CDPH: We were hoping to have a presentation on reaching unhoused
populations today but unfortunately with the breaking news on J&J, we revised
the agenda and are hoping to have more on that at our next meeting.

| would love to see available info on those who self-attested or otherwise indicated that
they have high risk conditions or disabilities and *any* info on the disability status of
anyone vaccinated. | think that data has not been robustly collected.

Some of us with disabled kids are not comfortable sending them to campuses until they are
vaccinated. | hope we prioritize those children as vaccine options become available.
According to the CDC, orders for children’s vaccines are down by more than 10 million
doses. School-aged vaccination rates have dropped 5-21% during the pandemic. Catch-up
vaccinations prior to the COVID vaccine being authorized for pediatrics are an essential
component of preventive pediatric care and critical for a safe return to in-person schooling.
Have we seen documented cases of COVID-19 triggering onset of Type 1 Diabetes?
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Achieving and Monitoring Equity

Nadine Burke Harris, MD, MPH, California Surgeon General, Co-Chair
Marta Green, Government Operations Agency

Peter Long, Blue Shield of California

Kimberley Goode, Blue Shield of California

Dr. Burke Harris reinforced the concept that equity is not a target but a system, and that
hundreds of decisions are required every day to drive toward this North Star. She expressed her
gratitude to Marta Green, Kimberley Goode and Peter Long for driving toward equity.

Marta Green refreshed the committee on California’s 5-point plan for vaccination equity,
including the allocation of 40% of vaccine to the lowest quartile; the network strategy, focusing
on providers that reach those communities with disproportionate disease burden;
transportation for those most in need of vaccinations; allocation adjustments based on need
and performance; targeted support for community partners to do outreach and expanded
hours; data analytics; and the state public education campaign.

Ms. Green showed a map of the current vaccination network, which could deliver 6 million
vaccines to Californians on a weekly basis. This exceeds the goal of 4 million doses. There is 99%
access overall, even in the first quartile, and the system continues to add more access points to
ensure all Californians can access vaccine. She re-shared the formula approach of how first
vaccine doses are allocated across counties. This approach includes a 20% concentration to zip
codes in the lowest HPI quartiles with COVID disease burden, effectively doubling vaccine
supply for those communities. Ms. Green and Ms. Goode shared the process for allocation of
vaccine to specific providers in those zip codes. For example, in the lowest HPI quartiles, more
vaccine is allocated to federally-qualified health centers (FQHCs) — directing doses to providers
that serve Medi-Cal and low-income populations. As you go up the quartiles to more affluent
zip codes, the distribution moves toward pharmacies and away from FQHCs. The diversity of
the provider network is one key to a robust vaccination system.

Ms. Goode shared that FQHCs are critical to achieving equity goals. Blue Shield of California is
pleased that 75% of FQHCs are engaged or contracted with the network. Others are not
vaccinators or chose not to participate. Ms. Goode reinforced that all providers need to be
equity providers to reach the most vulnerable. The network includes those that readily and
regularly reach vulnerable populations, but everyone needs to be engaged in supporting equity
goals. There are smaller providers that may be needed to get to the next phase.

Ms. Goode shared information about OptumServe, a 27-site organization with wide geographic
distribution and highly concentrated in the lowest HPI quartile. This allows flexibility and

functionality for throughput including in hard-to-reach areas through mobile, pop-up sites and
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other strategies. Beyond allocation and network, the Third Party Administrator (TPA) is using
data to address challenges. For example, where access challenges exist, data is used proactively
to identify and augment mobile and pop-up solutions to support equity. If they hear from a
Local Health Jurisdiction (LHJ) about special needs they can quickly mobilize and adjust. All LHJs
have defined equity plans and they are being actively adapted as new information emerges.

Real time data also is used to see how the network is performing across the quartiles, age,
county, provider, zip code and gender. (Race/ethnicity is still a work in progress.) This data is
used to see where vaccine is being allocated and to whom it is administered. Data also helps
illuminate possible needs to extend coverage. A chart demonstrated that things are moving in
the right direction, with vaccinations in the 1%t quartile increasing, and closing the gap, but a
remaining gap and the goal to have more vaccines in Quartile 1 than 4. This data is being used
by partners at the local level to achieve the equity goal. An important next step will be to pilot
programs in LHJs with lower vaccination rates in the lowest quartile HPI and targeted efforts
are planned to test different approaches. The TPA will capture these learnings and try to spread
them to other counties and regions. Ms. Goode requested ideas and suggestions from the
committee to extend vaccine coverage in Quartile 1, especially weekends.

Ms. Goode summarized that the partners are moving in the right direction together. The goal to
have a robust network has been achieved, and California is doing well in saving lives and
reducing case rates. The goal to deliver an improved and connected experience via My Turn is
also being met. This central source of data has been critical in driving real time decisions and in
helping ensure a quick pause on J&J vaccinations, as one example. More than 500,000
appointments were rescheduled or cancelled quickly and easily because of the success of this
system, minimizing the impact and burden on individual providers. There has been great
progress and there are great opportunities to learn and do more.

Dr. Burke Harris highlighted how important it is to have data, goals, targets and metrics at every
step of the way. This highlight the role of structural factors such as extended hours. Even with
disproportionate vaccines allocated to Quartile 1, if vaccines are not available during working
hours, equity will not be achieved. Dr. Burke Harris posed the question of how we can
incentivize vaccinators to bring the resources in line with the need.

Questions and Comments from Members

e At the March meeting, we were told there would be a state dashboard by age and
race/ethnicity combined and that is still not available. The information we have at the
local level shows that, for example, in Orange County, Latino older adults are 10%
behind White older adults in terms of vaccinations. | support the use of HPI but it is not
by itself an adequate measure. If part of the problem holding us back is that the data is
not perfect, | think we should still see it and | urge it to be released now. Isn’t part of the
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reason we moved to a TPA to get better and more timely data? Starting tomorrow
everyone will be in the queue and we still don’t know how we’re doing with older adults
of color, our most at-risk population.

o CDPH: Normally we try to respond to CVAC questions before each meeting, but
the news about the J&J vaccine pause by the CDC threw us off our plans. We did
not follow up on that but you have my commitment you will have an answer
before our next meeting.

e Using HPI made a lot of sense for re-opening and vaccine allocation, but as we evaluate
our progress, it's important that we don’t overly rely on HPI. As we look at statewide
race data, it is not budging even as we see improvement on HPI. | understand there are
a lot of data integrity issues, and | wonder why the data is not showing progress. |
assume it’s related to access barriers. We are also hearing a surprising amount of
concern about costs, despite our clarity that the vaccine is free. Messaging needs to lift
up this fact, especially for the uninsured and undocumented.

e How is vaccinating homebound Californians being addressed? There are at least 2
million homebound seniors, as well as homebound children, adults with developmental
disabilities and temporarily homebound persons.

o California Government Operations Agency (GovOps): We are working on a
partnership with the Emergency Medical Services Authority to deploy EMT
strike teams to vaccinate homebound individuals and their families. We will
identify them through multiple sources such as health plans, existing providers
and LHJs. This information will be given to each LHJ to coordinate with strike
teams through the mutual aid system. There will also be a toggle on the My
Turn website that allows individuals or caregivers to click to trigger a call center
agent to reach out to the individual, figure out the barrier and arrange for
transportation or other supports.

e Does the state disaggregate data within "Food and Ag" to see who in those employment
categories are getting vaccinated? CVAC has given a lot of attention to farmworkers. Is it
possible to see how successful those vaccination equity efforts have been if
farmworkers are grouped in the very large "Food and Ag" umbrella? Or for other
prioritized sub groups within tiers? We need to see data on progress by occupation.

e | know there are certain agricultural companies where the office staff (who do not go to
the fields) were also eligible as they fall under Food and Ag (even though the intention
was for farmworkers who have been out picking in the fields throughout the pandemic).

e In the last set of Q&A from this meeting, Question #18 was: "Can we separate out Food
and Agriculture in My Turn, or otherwise differentiate farmworkers from other people
working in this large sector?” The answer was: “Over 1 million people have already used
My Turn. It is not possible to go back and differentiate who were farmworkers who
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already signed up in My Turn." But that does not prevent the state from changing the
Food/Ag category starting asap. Whatever the lack of specificity in the past, we can and
should work to get better data. It won't be a complete data set but it will give a picture
for a critical community that has been a focus of equity efforts.

e Isthere another way to measure vaccine reach/saturation?

e How is vaccinating homebound Californians addressed in the allocation strategy?

e Concentrating doses is only the first step. The truly hard (and necessary) work is making
sure that people in these settings actually get vaccinated.

o CDPH: Allocation is only one part of our 5-point strategy. It must be
overlaid with the hard work of outreach by trusted messengers, public
education, developing an accessible network, etc.

e Does the 2 million doses/week being received by California mean 2 million first doses or
total doses? Just a few weeks ago, the numbers on the dashboard appeared to show
receipt of 3-4 million total doses/week

o CDPH: For 3 weeks, when FEMA sites were still here, including federal
allocations we had 3.3-3.8 million doses/week but after that it went down to
1.2 million total doses. We’ve definitely been hitting up to 3 million doses
administered per week a few weeks but not consistently.

e I’'m thrilled to see the FQHCs engaged. We need them fully engaged ASAP.

e We are prepared to share efforts to reach and serve people experiencing homelessness,
living unhoused, in single room occupancy (SROs) and shelters. Based on conversation
with Dr. Margot Kushel, director of the Benioff Homelessness Initiative at the University
of California, San Francisco, efforts are rolling out and we are learning while doing.

e Other than vaccine confidence (trust vs mistrust) data, can we have data on vaccine
complacency (waiting for the preferred vaccine rather than receiving the vaccines that
are available now)? If we have this data across the state, can we correlate data on
communities or population groups that have high incidence of vaccine hesitancy
(complacency and confidence), then utilize the data to understand why the community
or population group is hesitant and create a process to address messaging in
communities where there are more cases of vaccine hesitancy?

o CDPH: We were going to have another presentation on outreach and public
education efforts to include data on how we are measuring hesitancy and other
factors affecting vaccine confidence. For today’s meeting, we had to prioritize
the time to address the emerging J&J info and to make sure committee
members understand our transition to open eligibility tomorrow. We can share
information offline.

e | am worried that we are going to fall further behind once we open up vaccines to all. In
Ventura County, our estimates are that 37% of farmworkers have been vaccinated and
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we are worried that the unvaccinated farmworkers will get lost in the shuffle after April
15. We have the infrastructure in place to get shots in arms, but we have been
repeatedly told that there is vaccine scarcity
o CDPH: That’s why we prioritized this conversation about equity today. We want
your best suggestions to make sure that we do not lose ground.

e | continue to worry that the vulnerable will be left out when we open up more.

e Where can the TPA Network Equity dashboard shown here be viewed?

o CDPH: We are aiming for the end of the week to have public equity dashboards.

e Where can the counties' vaccine equity plans be accessed by the public?

e We know folks are working around the clock on California's vaccination efforts and want
to uplift that, on the ground, it seems our biggest barrier to equity is vaccine scarcity.

e Weekend hours are certainly needed to ensure we are reaching vulnerable workers who
cannot attend during weekdays. Can additional funding be provided for weekend
(particularly Sunday) mobile vaccination? Farm workers often work 6 days a week,
especially during peak.

e It's great to see a closing of the gap across the HPI quartiles. But when we look at the
race/ethnicity data, we are not seeing huge improvements. For example, Latinx are at
22% of those vaccinated so far (lower than their 40% of the overall population). How are
these indicators connected (if at all)?

e Accessibility in rural areas in all parts of the state remains problematic. In our
experience supporting outreach asking hard working people to lose a day’s pay to wait
in long lines adds to their stress.

e | much appreciate the focus on the structural/practical issues of access: after-hours
availability, time, technological barriers, transportation options, etc.

e Given the opening up of vaccination tomorrow and the growing contractual network of
the TPA, are specific vaccine providers still able to prioritize vaccine supplies for prior
groups, such as those with high risk conditions? | cannot figure out how #11 and #12 in
the Q&A fit together. One states self-attestation is fine, while #12 says "According to the
letter issued by the California Department of Health Care Services (DHCS) on March 8,
2021 people with serious mental illness and substance use disorders are eligible if they
provide documentation from a licensed behavioral health clinician indicating the high
risk status if the client with one or more of the following applied:

o Theindividual is likely to develop severe life-threatening illness or death
from COVID-19 infection.

o Acquiring COVID-19 will limit the individual's ability to receive ongoing
care or services vital to their well-being and survival.

o Providing adequate and timely COVID care will be particularly challenging
because of the individual’s disability.
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e |[still think a technology barrier exists in navigating these systems. | realize local counties are
making some progress in this area but | do think it’s an equity barrier.

Update on Johnson & Johnson COVID-19 Vaccine Pause and CDC Advisory Committee on
Immunization Practices (ACIP) Recommendations

Erica Pan, MD, MPH, State Epidemiologist and Co-Chair
Grace Lee, MD, Stanford University School of Medicine, Member, Western States Scientific
Safety Review Workgroup and ACIP

Dr. Pan introduced Dr. Lee and thanked her for her service to the state and nation. Dr. Lee is an
expert on vaccine safety. She co-chairs the ACIP Vaccine Safety Technical Subgroup (VaST) and
is a member of the Western States Scientific Safety Review Workgroup.

Dr. Lee shared a high-level summary and key points of the latest information as presented at an
ACIP meeting earlier in the day. First, some context: The J&J vaccine is a single-dose vaccine
recommended for use in the US on February 28 and distributed on March 2, 2021.

Starting April 7, the European Medicines Agency (EMA) and the Medicines and Healthcare
products Regulatory Agency (MHRA) announced their concerns for rare clotting events seen
after AstraZeneca vaccinations in the UK and Europe. At the same time, the US was starting to
guery data across vaccine surveillance safety systems and found some similar clinical
syndromes and presentations for J&J vaccine.

The adverse conditions that have been most notable have been Cerebral Venous Sinus
Thrombosis (CVST) — clotting of the large vessels draining blood from the brain. This tends to
occur more frequently among younger women 20-50 years old who are pregnant, using oral
contraceptives, or have other coagulation risks whether genetic or acquired. Symptoms
typically include headache, nausea, vomiting and other neurologic symptoms that are
persistent and worsening over time.

VaST reviewed data on April 12 that there were three cases of CVST following Moderna vaccine,
0 cases following Pfizer, and 6 cases following J&J vaccine administration. The 6 cases following
J&J were associated with thrombocytopenia (low level of platelets), which is atypical. The three
cases seen following Moderna vaccines are believed to be associated with background risk.

These are rare but serious adverse events. The risk factors are not yet well understood, and
there is not yet a clear pattern among the six cases. The main concern and reason for the pause
is the unusual presentation, which could result in delayed recognition and timely management
by healthcare providers. In addition, providers should not use heparin, the typical treatment for
CVST, in these cases. Given these events, there was a strong feeling at VaST that information
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about this potentially life-threatening adverse event, although rare, should be provided to
clinicians to enhance early recognition and ensure appropriate treatment. The group also wants
to further evaluate the specific risk-balance of using the J&J vaccine in specific sub-groups. And
it was felt that timely and transparent communication with providers and the public would be
crucial to maintain confidence in the vaccine program.

The next steps are to ensure that case identification is enhanced in the coming weeks through
notifications and increased awareness. All patients are strongly encouraged to report any
adverse events into v-safe, the CDC's after vaccination health checker application, and VAERS.

Dr. Lee explained that after a safety signal like this is identified, the system generally moves into
stages called signal refinement and evaluation to better estimate the risks and assess causality.
For the short term, the groups are reviewing findings to determine the risk of developing these
conditions and inform risk mitigation strategies.

Prior to March 30, there were about 3.5 million J&J doses administered and between March 30-
April 13 another 3.8 million doses were administered. The goal for now is to enhance
awareness and surveillance for any pending cases 6-13 days after vaccine receipt.

On February 28, the ACIP voted to approve the J&J vaccine for people 18 and older in the US
under Emergency Use Authorization (EUA). Dr. Lee shared that on April 14 the ACIP deliberated
on whether it has enough information to make interim age or risk factor based
recommendations for use of the vaccine. The ACIP concluded that additional information is
needed. The information continues to evolve because now vaccine safety colleagues are
intensely evaluating data, and Dr. Lee anticipates a re-convening in 7-10 days. They will then
make an informed decision about recommendations for use of the vaccine.

Dr. Pan recapped the related vaccine supply issues: A reduction in J&J vaccine was already
predicted due to manufacturing delays, and J&J represents a small proportion of the total
supply, so this pause is disappointing but does set California back significantly. Dr. Pan
expressed her gratitude and appreciation for Dr. Lee.

Dr. Burke Harris summarized the demographics of the people who had this rare but serious
event. Out of the 6.8 million diverse people who received the J&J vaccine, the 6 cases were all
among women between 20-50 years old, and 5 of 6 were White. One was using oral
contraceptives. This information is being compared to the AstraZeneca events in Europe since
the vaccines use a similar vector and the clotting events appear to be similar.
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Questions and Comments from Members

e The J&J vaccine seemed to offer a good solution for certain populations — e.g., those in
nursing homes who did not have informed choice for one year about their isolation and
quality of life. Now we may find ourselves in this same situation where someone else is
prioritizing safety and risk to life over quality of life. Is there a way to think about this
differently for those populations (disabled, older, homebound)? | appreciate that there
are additional questions of perception, equity, etc. but I still think that the safety for this
group may not be the only or overriding concern.

o Dr. Lee: It’s helpful to hear your comments. This vaccine offers many unique
advantages. ACIP is evaluating a combination of population risk/balance and
individual risk/ benefit balance. Whenever possible we want to mitigate the
risks. For example, anaphylaxis is a known risk associated with vaccination so
we spent a lot of time trying to recognize mitigate these risks. We always need
to balance risks holistically. It's important to make recommendations that
support population-level risk mitigation wherever we can, and also support
individual level risk assessment by educating providers and the public. | don’t
know what the decision will be but those are the strategies we can put together
in this case. This vaccine has been found to be efficacious and important to
global equity. We're trying to decrease uncertainty around risk estimates since
we were only looking at 6 cases and we need a more quantitative
understanding of the risks and benefits in context before we can make an
informed decision. | hope we will have more robust information soon.

e How might trans folks be affected by these risks? Trans women taking estrogen or other
hormones and trans men taking testosterone and other hormones are at increased risk
of blood clotting, blood thickening, and stroke/heart disease risks. Is there education or
safety guidance you can offer as we promote vaccinations and vaccine confidence?

o Dr. Lee: We will be exploring this as we want to understand other risk factors
since they could help advise individual benefit/risk balance.

e What outcome do you envision in terms of the specificity of the recommendation?

o Dr. Lee: | can’t really predict. There will be another ACIP meeting soon. It’s hard
to make an informed, evidence-based decision based on 6 cases alone and we
haven’t yet seen the detailed data from the European cases. As information
evolves, it may be imperfect information but we need more clarity around risks
and risk factors to safeguard the public health and risk-benefit balance.

e The United States has a very robust system for monitoring vaccine safety. This is not a
new system and the recent events illustrate how well the system works. Vaccine Safety
Data Link:

https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vsd/index.html
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o CDPH links provided: https://www.cdc.gov/coronavirus/2019-

ncov/vaccines/safety/vsafe.html and https://vaers.hhs.gov/

e Do we know the proportion of J&J vaccines going to HPI Quartile 1 communities?

o CDPH: We don’t have that data at our fingertips but can get back to you.

e Has the state planned to use J&J vaccines for 'house call" vaccines or populations with
particular needs such as migrant workers who may move before their second doses?

o CDPH: We have anticipated using J&J for any populations that would benefit
from a one-dose vaccine such as those who are homebound; however, in light
of the pause, we will use other options for now.

e The news about J&J is creating concern especially in populations that were wary to
begin with. What do you think would be helpful to combat these concerns? In Europe,
the rate of no-shows increased in some countries using AstraZeneca.

e As Mixteco Indigena Community Organizing Project (MICOP) has been supporting
vaccine registration, we have noticed a lack of choice because of vaccine scarcity. Our
people want to know what they are getting before they register and some have
cancelled their appointment when they learn it is J&J.

e Regarding the cost/benefit analysis of reaching vulnerable populations with the J&J
vaccine: Many farm workers were specifically asking for the J&J vaccine due to the ease
of one dose. Many of our mobile vaccination events were utilizing J&J.

e This event highlights how very important it is for clinics and providers to encourage their
patients to read through the immunization fact sheets which have information about
how to report an adverse event.

e Having more vaccination opportunities that do not require registration would help
increase the number of vulnerable people who access the vaccine. It's been challenging
to help individuals register for vaccine appointments outside of events that we are
coordinating. This should be encouraged as much as possible to support equity.

e The pandemic has highlighted how we’ve underfunded and under-valued investment in
public health and infrastructure. Thank you for highlighting this.

e We are together because of this emergency but after it is over, we cannot just return to
the prior status quo when it comes to public health and data.

Closing Comments and Adjourn

Nadine Burke Harris, MD, MPH, California Surgeon General, Co-Chair
Erica Pan, MD, MPH, State Epidemiologist, Co-Chair

Dr. Burke Harris thanked the presenters and members for a wonderful and robust discussion.
She noted that because of the emergent J&J issue, there were items on the original agenda that
were not discussed. There will be more information at future meetings regarding outreach and
communications, particularly on supporting vaccinations for unhoused populations. She
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reminded the group to send suggestions to improve and operationalize equity to Bobbie
Wunsch. Dr. Burke Harris acknowledged the importance of data by age and race. The state will
share information it had prepared regarding outreach and community engagement given that
equity is a multi-pronged strategy that needs to be deployed thoughtfully and continually.

Dr. Pan thanked Dr. Lee and CVAC members for the ongoing constructive dialogue. She noted
that data has been one of the biggest challenges and that it can and will continue to improve.
The pandemic has magnified racial disparities and also highlights the lack of investment in
public health infrastructure. It is helping push for resources needed to serve the entire
population and uplift equity. Today also highlights the importance of transparency and safety
and the difficulty of weighing benefits and risks with limited information.

Finally, Dr. Burke Harris highlighted the bi-directional nature of information sharing at CVAC.
She asked members to act as trusted messengers in their communities to share this information
about J&J and the state’s equity strategies, then to bring those voices back to the state so the
work can continue on behalf of Californians. She encouraged the public to make comments at
COVID19VaccineOutreach@cdph.ca.gov and closed with thanks to all.

Next Meeting
% Wednesday, May 12, 2021 from 3:00 — 5:00pm
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