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thrombocytopenia syndrome
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GACVS sub-committee conclusions

As of 7 May 2021, the FDA/CDC had reviewed 28 reports of TTS (out of more
than 8 million vaccinations); to date, FDA/CDC have not identified any cases of
TTS after use of over 240 million doses of MRNA vaccines.

Clinical picture of TTS with Janssen vaccine is similar to those reported
following vaccination with the AstraZeneca vaccine

Most cases of TTS have involved thrombosis in unusual locations (including
cerebral venous sinuses, portal vein...other rare venous/arterial thrombosis),
cases including thrombosis in more common locations, such as DVT* and PE*,
have been identified in the US (in combination with thrombocytopenia).
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GACVS sub-committee recommendations

- Adequate education should be provided to health-care professionals and
persons being vaccinated to recognize the sighs and symptoms of TTS
Clinicians should be alert to any new, severe, persistent headaches or other significant

symptoms, such as severe abdominal pain and shortness of breath, with an onset between 4
to 20 days after adenovirus vectored COVID-19 vaccination.

At a minimum, countries should encourage clinicians to measure platelet levels and conduct
appropriate investigation of thrombosis.

Clinicians should also be aware that heparin in TTS may be dangerous and alternative
treatments such as immunoglobulins and non-heparin anticoagulants should be considered.
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GACVS sub-committee recommendations

The benefits of the J&J vaccine continue to outweigh the risks of TTS

The risk of TTS from use of the J&J vaccine should be assessed against the benefits.
Countries should perform such a benefit-risk analysis taking into account local
epidemiology (including incidence/mortality from COVID-19), age groups targeted for
vaccination, and the availability of alternative vaccines.

The GACVS subcommittee acknowledges that TTS has occurred with two adenoviral-
vectored vaccines. Ongoing assessment for and review of TTS cases, as well as related
research, should include all vaccines using adenoviral vector platforms.

The GACVS COVID-19 subcommittee will continue to review the safety data from all
COVID-19 vaccines and update any advice as necessary.
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Thank you



Interim Brighton Collaboration case
definition for thrombosis with
thrombocytopenia syndrome (TTS)

New onset thrombocytopenia: platelet
count <150,000 per microliter”

No known recent exposure to heparin

Presence of venous or arterial thrombosis

In addition to rare thromboses (e.g.,
cerebral venous thrombosis), currently
includes more common thromboses (e.g.,
as deep vein thrombosis, pulmonary
thromboembolism, ischemic stroke, and
myocardial infarction)

* A blood smear should be evaluated to rule out platelet clumping that
could falsely indicate a low platelet count

5. Decision tree algorithm for case-finding of Thromb ia Thrombaosis Syndrome (TT5S)
A. lsthe platelet count <150 X 10°/L with a confirmatory peripheral smear

howing reduced platelets with no evid: of cl ing (that could indicate a

falsely low platelet count) Level 5: NOT a

case of TTS
e

[B-Was presence of thrombosis/thromk boli
confirmed by > 1 of the following (check all that apply)?
) imaging Study

— Ultrasound — Doppler

— LT scan — contrast / angiography

Level 1

— Magnetic e or arteriography
— Echocardiogram (Definite case)
— Perfusion V/Q scan TTS

— Conventional angiography [ digital substraction angiography
O Surgical procedure - that confirmed presence of a thrombus (e.g.
thrombectomy)
] Pathologic examination — including biopsy or autopsy

C. Did the r.:!!g presentation suggest one of the specific clinical syndromes below? (check the most
appropriate)
INOTE: the italicized signs/symptoms in brackets after each are suggestive of the syndrome but not an exhaustive list;
some but not all of them should be present. Diagnosis of the syndrome by a clinical specialist is also acceptable
_J Cerebral venous sinus thrombosis [ other Cerebral venous thrombosis (new onset af unexplained headache, often severe;
focal cerebral dysfunction; encephalopathy; seizure)
] Deep vein thrombosis (new anset swelling usually but not always in lower extremities; localized sweliing accompanied by
pain [may be crompy in nature] and tende ' i d/warm skin; pitting edema)
::] Pulmonary thromboembolism (sudden onset: shortness of breath[at rest or on exertion], pleuritic chest pain[sudden, intense,
sharp, stabbing or burning in nature, made worse by g,
cough +/- hemoptysis), tachypnea, tachycardia, , cyanosis, hyp ion)
T intra iinal thi i inal pain [may be out of proportion to physical exam findings], bloating, nausea,
vomiting, diarrhea, bloody stools, ascites, hepatomegaly if hepatic vein location)
::] Ischemic Stroke (sudden onset of focal neurologic deficits such as difficulty with speech [dysphasia or dysarthria], hemiparesis,
agtaxic gait abnormal eye movements, focial paresis)
::] Mpyocardial infarction (chest poin [often crushing in nature], shortness of breath, arrhythmios including asystole, cyanosis)

YES

[D. Were imaging &/or lab findings supportive of diagnosis of thr is / thromboembolism? (Check all that
apply)

2 chest radiograph

a Echocardiogram

[ Computed tomography without contrast

L =

< Level 2 (Probable case TTS) ) ( Level 3 (Possible case TTS) )

| Level 4: EXCLUDED: Reported as TTS but insufficient evidence to meet any level of the case |

https://brightoncollaboration.us/wp-content/uploads/2021/04/TTS-Interim- 6
Case-Definition-v9.2-April22-202116538.docx




