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Disclaimer:

This presentation represents my personal opinion, and does not
necessarily reflect the position of the U.S. Food and Drug
Administration, the Department of Health and Human Services, or the
U.S. Government.
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What is a JIC?



JIC 101

* JICis part of an Incident Management Group (IMG)

* IMG and JIC are part of the Incident Command System (ICS)
emergency response framework

The FDA JIC monitors and assesses the need for and
effectiveness of public messaging regarding the
incident and FDA’s response.
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JIC roles

o

CREATE / CLEAR PUBLISH / DOCUMENT
COORDINATE AMPLIFY
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JIC structure for external comms

JIC section chief &

deputies

Project manager

FDA center-
specific comms

Press / media
relations

Web — content & Consumer /
posting patient comms

Stakeholders
(health care
providers, etc.)
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Publications

e 475+ COVID-19-related FDA web
pages

e 400+ COVID-19 press releases
(English/Spanish)

* 120+ weekly MCMi email updates
(+hundreds more stakeholder
emails)

e 60+ videos

* 30+ COVID-19 consumer updates &
podcasts

 Thousands of tweets
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Including many consumer comms
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Lessons



A few things... so far

You need a process
“Who needs to know?”
Break the silos *

.
Post FAQs publicly, and quickly TEAM

(+ update often) GET IT D NE

Use plain language

Don’t get lost in translation
Team up

Everyone needs a backup
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1. You need a process

* Processes you may need:
* Requesting clearance of comms
* Keeping leadership informed (sitreps)
* Sharing meeting notes & tracking action items

* Must:

Be faster than “business as usual”

Allow real-time editing by multiple people (vs. stepwise)

Build in flexibility

Periodically re-evaluate the frequency and need for meetings and sitreps

* Be willing to change things that aren’t working



2. “Who needs to know?”

* More people than you think

* |If one office/person is getting the question, several others likely are
too

* Loop everyone in, so you all respond the same way and can more
easily and efficiently

* If possible, refer to posted FAQs...
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3. Break the silos

helps
* FDA’s JIC met every day for many months
* Sitreps/reporting often (as things happen)
 Just keep showing up
* Make what’s coming the norm
* Minimize surprises
* Help others help you spread the word
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4. FAQs

* Post frequently asked questions_EAQs) ~sessatun s oo
on your website as soon as possible COVID-19 Frequently Asked Questions

* Info may be incomplete. Don’t wait. i e [

* Update / add new questions often

* A process can help with this, if multiple
clearances required

On this page:

« General Information

* Monitor for new “hot topics”
* Consumer/patient inquiries
* What are patients asking?
* Call centers/phone calls
* Social media
* Press questions/articles SO

° Sta ke h o I d e r i n q u i ri e s Q: What is the FDA doing to respond to the COVID-19 pandemic? v

. . . Q: What is an emergency use authorization and how is it being used to respond to COVID-19? v

¢ MISInformatlon Q: How can | prevent COVID-19? v

b +Sha re th iS info W/ Others @ J IC meetings Q: What treatments are available in the U.S. to treat COVID-19? v

. . Q: Will Miracle Mineral Solution (MMS) cure COVID-19? v

* ArCh Ive OUtdated Or ObSOIete q ueStlonS Q: Is hand sanitizer effective against COVID-19? v

Q: What do | do if | get a rash or other reaction to hand sanitizer? What do | do if | have been exposed to
contaminated hand sanitizer? v

C OV I D 1 9 FAQ f Q: What is the risk of using a hand sanitizer that contains methanol (wood alcohol) or 1-propanol?
- STrom
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https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/covid-19-frequently-asked-questions

5. Use plain language

* Regulatory terminology is not LABORATOR

always “Google-friendly”
 What are people typing in a search

engine to find the information?

* Use those words in your web pages to
help people find the correct info

* Test messages with
patients/consumers

* If not possible during the initial
response, refer to research from
previous public health emergencies

* Sometimes it helps to

TESTING

“That's not quite the stool sample
we had in mind, Mr. O'Donnell. ™

Image shared by the University of
Arkansas for Medical Sciences (UAMS)
Center for Health Literacy
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https://twitter.com/uams_chl/status/879036656019529729
https://healthliteracy.uams.edu/
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You've probably heard a lot about coronavirus testing recently. If you think you have coronavirus
disease 2019 (COVID-19) and need a test, contact your health care provider immediately. The
FDA has been working around the clock to increase the availability of critical medical products,
including tests for the coronavirus, to fight the COVID-19 pandemic. Learn more about the

different types of tests and the steps involved.

There are two different types of tests — diagnostic tests and antibody tests.

o A diagnostic test can show if you have an active
coronavirus infection and should take steps to
guarantine or isolate yourself from others. Currently
there are two types of diagnostic tests - molecular
IRT-PCR) tests that detect the virus's genetic material,
and antigen tests that detect specific proteins on the

surface of the virus.

O An antibody test looks for antibodies that are
made by the immune system in response to a

threat, such as a specific virus. Antibodies can help fight
infections. Antibodies can take several days or weeks 1o

blood for several weeks after recovery. Because of this,
antibody tests should not be used to diagnose an active
coronavirus infection. At this time researchers do not
know if the presence of antibodies means that you are

|
|
|
| develop after you have an infection and may stay in your
|
|
|
|

immune to the coronavirus in the future.

Also known as...

How the sample is
taken...

How long it takes to
get results...

Is another test needed...

What it shows...

What it can’t do...

Diagnastic test, viral test,
malecular test, nucleic acid
amplification tests [MAAT],
RT-PCR tests

Nasal or throat swab [most tests]
Saliva [a few tests]

Same day [some locations)
or up o aweek

This test is ty pically highly
accurate and usually does not
nead to be repeated.

Diagnaoses active coronavirus
infection

Show if you ever had COVID-19 ar
were infected with the coronavirus
in the past

*Some moleculsr tests are also rapid fests.

Rapid diagnostic test*

Nasal or throat swab

One hour or less

Positive results are usually highly
accurate but negative results
may need to be confirmad with 2
malecular test.

Diagnoses active coronavirus
infection

Definitively rule aut active
coronavirus infection. Antigan
tests are more likely to miss

an active coronavirus infection
compared to melecular tests. Your
health care provider may order a
maolecular test if your antigen test
shows a negative result but you
have symptoms of COVID-19.

Serological test, serology,
blood test, serology test

Finger stick or blocd draw

Same day Imany locations)
or 1-3 days

Sometimes a second antibody test
is needed for accurate results.

Shows if you've been infected by
coranavirus in the past

Diagnase active coronavirus
infection at the time of the tast
or show that you do not have
COVID-19

Jwww.da gov

May 2020
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https://www.fda.gov/media/140161/download

Coronavirus Testing Basics

You've probably heard a lot about coronavirus testing recently. If you think you have coronavirus
disease 2019 (COVID-19) and need a test, contact your health care provider immediately. The
FDA has been working around the clock to increase the availability of critical medical products,
including tests for the coronavirus, to fight the COVID-19 pandemic. Learn more about the

different types of tests and the steps involved.

There are two different types of tests — diagnostic tests and antibody tests,

o A diagnostic test can show if you have an active |
coronavirus infection and should take steps to |
quarantine or isolate yourself from others. Currently |
there are two types of diagnostic tests — molecular |
[RT-PCR) tests that detect the virus's genetic material, |
and antigen tests that detect specific proteins on the |
surface of the virus. |

|

|

o An antibody test looks for antibodies that are
made by the immune system in response to a
threat, such as a specific virus. Antibodies can help fight
infections. Antibodies can take several days or weeks to
develop after you have an infection and may stay in your
blood for several weeks after recovery. Because of this,
antibody tests should not be used to diagnose an active
coronavirus infection. At this time researchers do not
know if the presence of antibodies means that you are
immune to the coronavirus in the future.
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https://www.fda.gov/media/140161/download

6. Don’t get lost in translation

* Have a plan for translating

consumer materials ... and | E%VD e o v
H accmes S
keeplng them updated Social Media Toolkit y : T
o Who Wi” manage & prOOfread AV']I|’!b|E‘IFI Six Lﬁnguﬁges

English, anish, Simplify Chinese, K 1, Tagaloc

translations? .
“www.FDA.gov/COVID19
 What languages are needed? -

* How can you sustain & promote
translations?
* Constraints
* Budget
* Staff / outsourcing
* Frequent updates
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https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/multilingual-covid-19-resources
https://www.fda.gov/consumers/consumer-updates/help-stop-spread-coronavirus-and-protect-your-family

/. Team up

* Pandemic response is a team
effort

 Work with stakeholders who
share your goals

Government agencies at all
levels

Medical associations
Patient groups
Elected representatives

Minority health & community
organizations

. Ampllfy key messages

HHS We Can Do This
campaign

Regular email updates

FDA multilingual social media
toolkits

CWID 79

https://wecandothis.hhs.gov/
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https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/covid-19-educational-resources#toolkits
https://wecandothis.hhs.gov/resource/what-know-about-coronavirus-variants
https://wecandothis.hhs.gov/

8. Backup

You are not alone

* No one can be “on” all the
time

Rest and self care is
important

* The news firehose can be
brutal

* To be consistent—without

burning people out—every

erson on the JIC needs at
east one backup

* At peak, FDA JIC lead had 3
deputies and a project
manager ... and all of us
were needed to cover
multiple simultaneous calls
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Resources



Resources



Incident command & crisis comms
training

e Centers for Disease Control and Prevention (CDC)

e Crisis & Emergency Risk Communication (CERC)
* “The right message at the right time from the right person can save lives. ”

* Federal Emergency Management Agency (FEMA)
* |S-100.C: Introduction to the Incident Command System, ICS 100
 |S-200.C: Basic Incident Command System for Initial Response, ICS-200
e |S-29.A: Public Information Officer Awareness (1IS0029)

* World Health Organization (WHO)

 Communicating risk in public health emergencies (guideline)

* European Medicines Agency (EMA)

 EMA plan for emerging health threats (including communication)
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https://emergency.cdc.gov/cerc/
https://training.fema.gov/is/courseoverview.aspx?code=IS-100.c
https://training.fema.gov/is/courseoverview.aspx?code=IS-200.c
https://training.fema.gov/is/courseoverview.aspx?code=IS-29.a
https://www.who.int/publications/i/item/9789241550208
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats

WHAT TO KNOW ABOUT

COVID Variants

There are several varlants of
the virus that causes COVID

When viruses multiply, small changes
in their genes create variants.

6—-6 B

Some changes allow
viruses to spread more
easily or become resistant (
to treatments or vaccines.

The Omicron
varlant Is the MOST
CONTAGIOUS yet
The highly contagious Omicron

variant is causing nearly all As long as
new COVID-19 infections. COVID Is able to
x spread from person
to person, It will have

wx opportunities to mutate
and become more

Getting vaccinated and Sagtroe.

FIND COVID-19 boosted Is your best

VACCINES NEAR YOU: protection agalnst severe lliness,
hospltallzation, and death from COVID
Go to vaccines.gov The COVID-19 vaccines work well to protect you from
severe illness, including from highly contagious variants. To
help prevent the spread of COVID and protect others, both
Text your ZIP code vaccinated and unvaccinated people should wear well-fitting
to 438829 masks inside public places when the COVID risk to your

community is high.

Call 1-800-232-0233

REMEMBER: To get the most protection from the vaccines,

you need all recommended doses.

+ Johnson & Johnson's Janssen vaccine requires one initial dose
and a booster 2 months later.

* The Pfizer-BioNTech and Moderna vaccines require two initial
doses and a booster 5 months later.

People with compromised immune systems are less able to fight
Content last reviewed: March 15, 2022 infections and may need more than these recommended doses.

CDC.GOV/CORONAVIRUS.

Ask a Doctor: Do COVID Vaccines Cause
Infertility?

This resource is available in other languages | View Language Options v

Video featuring OB/GYN Dr. Joia Crear-Perry, explaining how doctors have found no evidence that the

vaccines affect fertility in men or women.

\-é Ask a Doctor: Do COVID vaccines cause infertility?

Joia Crear-Perry, MD

Watch on (£ Youlube

RESOURCE TYPE LANGUAGE

https://wecandothis.hhs.gov

es Agency
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https://wecandothis.hhs.gov/resource/what-know-about-coronavirus-variants
https://wecandothis.hhs.gov/resource/ask-a-doctor-do-covid-vaccines-cause-infertility
https://wecandothis.hhs.gov/
https://wecandothis.hhs.gov/resource/what-know-about-coronavirus-variants
https://wecandothis.hhs.gov/resource/ask-a-doctor-do-covid-vaccines-cause-infertility

FDA resources

e COVID-19 main page: www.fda.gov/coronavirus
e COVID-19 vaccines: www.fda.gov/covid19vaccines

* COVID-19 resources for patients:
e https://www.fda.gov/patients/coronavirus-disease-2019-covid-19-resources-patients

* Enfermedad del Coronavirus (COVID-19):
 www.fda.gov/COVID19espanol

 FDA YouTube:

e http://www.youtube.com/user/USFoodandDrugAdmin
e Just a Minute! with Dr. Peter Marks on COVID-19 vaccines
e En Espanol —including numerous COVID-19 videos

 www.fda.gov/medicalcountermeasures
e Subscribe to weekly emails @ bottom of page

24
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http://www.fda.gov/coronavirus
http://www.fda.gov/covid19vaccines
https://www.fda.gov/patients/coronavirus-disease-2019-covid-19-resources-patients
http://www.fda.gov/COVID19espanol
http://www.youtube.com/user/USFoodandDrugAdmin
https://www.youtube.com/playlist?list=PLey4Qe-UxcxZlA84cUxA7RMdXnomNp5SO
https://www.youtube.com/playlist?list=PL0AE2C851E6968546
http://www.fda.gov/medicalcountermeasures

« Issued
COVID-19-related
guidance documents

- Published 1 diagnostic
test and 3 other medical
device EUA templates

« Reviewed trials for
COVID-19 therapeutics

«Worked with sponsors
on drug
development programs
in planning stages

vaccines
drug and biological
therapeutic products
diagnostic tests
and sample collection
devices
PPE
- 44 other devices

COVID-19 MCM APPROVALS®

*FDA-approved, licensed,
or cleared

«1 vaccine

+ 1 treatment

+1,000+ generic drug
approvals for COVID-19
related treatments and
supportive therapies

+1 diagnostic test

« 492 personal protective
equipment (PPE)

+77 other devices

i

@
COMMUNICATIONS

From the beginning of the COVID-19 public health emergency through
the end of FY 2021 (September 30, 2021), FDA activities Include:

ADDRESSING FRAUD

fraudulent and
unproven products
related to COVID-19
identified
wamning letters sent

to sellers

3 fraudulent test
kits reported

20 online marketplace
abuse complaints addressed

» 312 domain registrar abuse

complaints addressed

70+ COVID-19
update press
sl MCMi email updates +
new FDA hundreds more stakeholder emails
web pages town halls on testing and PPE
SVY Goaenamer « Answering public questions
Updates on COVID-19 drugs
15+ videos for on COVID-19 devices,
consumers including testing
podcast on COVID-19 vaccines
episodes - Engaged with manufacturers
of on manufacturing capacity and
tweets supply chain issues

FDA COVID-19 response

* Communications is just
one piece of the FDA
response

* Many thanks to our
colleagues who
continue to work
tirelessly to help end
the COVID-19
pandemic

More:
* |Infographic
 MCMi FY 2021 report
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https://www.fda.gov/media/156892/download
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/fda-covid-19-response-infographic
https://www.fda.gov/emergency-preparedness-and-response/about-mcmi/mcmi-program-update
https://www.fda.gov/media/156892/download

Thank youl!

April L. Finnen, MBA
FDA Office of Counterterrorism & Emerging Threats
April.Finnen@fda.hhs.gov
@FDA_MCMi
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Food and Drug Administration
Office of the Commissioner
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Office of the Chief Scientist
Office of Counterterrorism and Emerging Threats
10903 New Hampshire Avenue, Silver Spring, MD 20993
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