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Housekeeping

• How to Ask Questions

• Click on the             icon found at the bottom part of your screen

• A box will open where you can type in questions, comments, 
indicate sound problems, etc.

• Use this throughout the webinar to ask questions

• Slides & Recording

• This webinar is being recorded and a link as well as slides will 
be emailed out through our listserv as well as posted on our 
website at: www.michigan.gov/COVIDvaccine → Provider 
Guidance and Education 

http://www.michigan.gov/COVIDvaccine


Topics Covered

• Janssen (Johnson & Johnson) COVID-19 Vaccine Timeline

• Cerebral Venous Sinus Thrombosis (CVST)

• Data Source and Case Reports

• What We Know and What We Don’t Know

• ACIP’s Response and Next Steps

• What Clinicians Should Know



Janssen (Johnson & Johnson) 
COVID-19 Vaccine Timeline





April 13th CDC & FDA Statement Release

• Recommended a 
pause in the use of the 
Janssen COVID-19 
Vaccine

• Rare and severe type 
of blood clot had been 
reported after 
receiving the vaccine



Summary of CDC & FDA’s Statement

• As of April 12, more than 6.8 million doses of the Janssen vaccine have been 
administered in the U.S. 

• CDC and FDA are reviewing data involving 6 cases of CVST (Cerebral Venus 
Sinus Thrombosis) in combination with low platelets 

• “CDC will convene a meeting of the Advisory Committee on Immunization 
Practices on Wednesday to further review these cases and assess their 
potential significance” 

• “Until that process is complete, we are recommending a pause in the use of 
this vaccine out of an abundance of caution” 



What Does a Pause Mean?

• Although the Janssen COVID-19 vaccine is still authorized for use, 
CDC and FDA recommend this vaccine not be given to anyone until 
we know more 

• This gives scientists a chance to review the data and decide if 
recommendations on who should get the vaccine need to change 

• CDC and FDA will share more information as soon as possible with 
healthcare providers, people who got the vaccine, and the public



Cerebral Venous Sinus 
Thrombosis (CVST)



• Cerebral Venous Sinus 
Thrombosis (CVST) is a 
type of rare blood 
clot that forms in the 
venous sinuses in your 
brain

• This is a system of 
veins found between 
the layers of the dura 
mater -- the tough 
outer layer of your 
brain that lies directly 
under your skull





CVST Signs and Symptoms

More common presentations

• Isolated intracranial hypertension syndrome (headache with or without 
vomiting, papilledema, and visual problems)

• Focal syndrome (focal deficits, seizures, or both) 

• Encephalopathy (multifocal signs, mental status changes, stupor, or coma)

Rare presentations

• Cavernous sinus syndrome

• Subarachnoid hemorrhage

• Cranial nerve palsies



Data Source & Case 
Reports





Reports of CVST to VAERS as of 4-12-21

Janssen COVID-19 Vaccine

• 6 reports of CVST with thrombocytopenia (platelet counts <150K/mm3) 
following 6.86 million doses administered 

• Reporting rate of 0.87 cases per million doses administered

Pfizer-BioNTech COVID-19 Vaccine

• 0 reports following 97.9 million doses administered

Moderna COVID-19 Vaccine
• 3 reports following 84.7 million doses administered

• All 3 with normal platelet counts; onset 2, 6, and 12 days after vaccination

Source of doses administered: https://covid.cdc.gov/covid-data-tracker/#vaccinations

https://covid.cdc.gov/covid-data-tracker/#vaccinations


Characteristics of patients with CVST and thrombocytopenia* 
after the Janssen COVID-19 Vaccine (n=6)

• Median age 33 years (range 18–48)

• Median time to symptom onset 8 days (range 6–13 days)

• All cases occurred in white females

• Current estrogen/progesterone use (n=1)

• Pregnant or post-partum (n=0)

• Pre-existing conditions
• Obesity (n=3)

• Hypothyroidism (n=1)

• Hypertension (n=1)

• Asthma (n=1) 

• Coagulation disorders (none known)

Note: Thrombosis usually does not occur in the presence of low platelets; these case presentations are atypical 
and consistent with cases observed after AstraZeneca COVID-19 vaccine



What we know & 
What we don’t know!



What is Known So Far

• Thrombocytopenic thrombotic events after the AstraZeneca vaccine have 
occurred 

• In the US, 6 cases of CVST reported after receipt of the Janssen COVID-19 
vaccine

• No cases of CVST with thrombocytopenia reported after receipt of either 
Pfizer and Moderna COVID-19 vaccines

• CVST cases have occurred primarily in younger adults, females

• CVST can be clinically devastating or fatal

• In the US, alternative COVID-19 vaccines (mRNA vaccines) are available 

• Based on current projections, supply of both mRNA vaccines stable for near 
future 



What we do NOT Know

• True background incidence of CVST with thrombocytopenia

• Specific risk factors for thrombocytopenic thrombotic events 

• Incidence of other thrombotic (non-CVST) cases with 
thrombocytopenia after Janssen vaccine 

• Ability to compare or generalize thrombotic cases after the 
AstraZeneca vaccine to Janssen vaccine

• True incidence of thrombocytopenic thrombotic events/CVST 
after a Janssen COVID-19 vaccine 

• More cases may be identified in the coming days/weeks 



ACIP’s Response & 
Next Steps







Next Steps

• Continue enhanced monitoring in VAERS and other vaccine 
safety systems (e.g., Vaccine Safety Datalink [VSD])

• Investigate potential cases through detailed clinical 
reviews/chart reviews

• Refine analyses to better quantify risk



ACIP Emergency Meeting Friday 4-23-21

https://www.cdc.gov/vaccin
es/acip/index.html

To discuss next steps for 
the use of the Janssen  
COVID-19 vaccine

https://www.cdc.gov/vaccines/acip/index.html


What Clinicians 
Should Know



Clinicians Should…

• Maintain a high index of suspicion for symptoms that might represent 
serious thrombotic events or thrombocytopenia in patients who have 
recently received the Janssen COVID-19 vaccine, including severe headache, 
backache, new neurologic symptoms, severe abdominal pain, shortness of 
breath, leg swelling, petechiae (tiny red spots on the skin), or new or easy 
bruising. Obtain platelet counts and screen for evidence of immune 
thrombotic thrombocytopenia 

• In patients with a thrombotic event and thrombocytopenia after the Janssen 
COVID-19 vaccine, evaluate initially with a screening PF4 enzyme-linked 
immunosorbent (ELISA) assay as would be performed for autoimmune HIT. 
Consultation with a hematologist is strongly recommended



Clinicians Should…

• Do not treat patients with thrombotic events and thrombocytopenia 
following receipt of Janssen COVID-19 vaccine with heparin, unless HIT 
testing is negative

• If HIT testing is positive or unable to be performed in patient with 
thrombotic events and thrombocytopenia following receipt of Janssen 
COVID-19 vaccine, non-heparin anticoagulants and high-dose intravenous 
immune globulin should be strongly considered

• Report adverse events to VAERS, including serious and life-threatening 
adverse events and deaths in patients following receipt of COVID-19 
vaccines as required under the Emergency Use Authorizations for COVID-19 
vaccines https://emergency.cdc.gov/han/2021/han00442.asp

https://emergency.cdc.gov/han/2021/han00442.asp




https://www.hematology.org/covid-19/vaccine-induced-immune-thrombotic-thrombocytopenia

https://www.hematology.org/covid-19/vaccine-induced-immune-thrombotic-thrombocytopenia


Information for the Public

• If you have received the Janssen COVID-19 vaccine and develop 
severe headache, abdominal pain, leg pain, or shortness of breath 
within three weeks after vaccination, contact your healthcare 
provider, or seek medical care 

• Report adverse events following receipt of any COVID-19 vaccine 
to VAERS

• If you are scheduled to receive the Janssen vaccine, please contact 
your healthcare provider, vaccination location, or clinic to learn 
about additional vaccine availability



Communicating with the Worried Well

• Be factual and honest

• Take time to listen to concerns and answer questions (this could build confidence) 

• Acknowledge fears and explain the scientific findings to what is known at this time

• Go over the recommendations for them if they received the vaccine

• Stress that this safety signal was not detected with the other 2 vaccines under EUA 
(Pfizer-BioNTech and Moderna)

• Even during the pause of the Janssen vaccine we still have 2 very effective 
vaccines that can be received, and we recommend that you be vaccinated

• Talk about the importance of receiving vaccine as COVID-19 is still in our 
communities and the best protection we have is to get vaccinated 



https://emergency.cdc.gov/cerc/resources/pdf/
315829-A_FS_CERC_Infectious_Disease.pdf

https://emergency.cdc.gov/cerc/resources/pdf/315829-A_FS_CERC_Infectious_Disease.pdf


Resources



https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/JJUpdate.html

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/JJUpdate.html


https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/index.html

https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/index.html


Thank You! 

www.michigan.gov/COVIDvaccine →Provider Guidance and Education

Next “Noontime Knowledge” 
Update: May 6, 2021 at 
12:00p.m. Topic: TBD

Please watch your email for 
an updated link and topic! 

http://www.michigan.gov/COVIDvaccine

