
 

São Paulo, 22 de outubro de 2021 
 
 

 
NOTIFICAÇÃO IMPORTANTE  

AÇÃO DE CAMPO ITERO 
 
 
 
Prezado(a) doutor(a),  
 
Estamos entrando em contato por você ser participante do programa de aluguel/ comodato/ 
demonstração do scanner iTero Element.  
 
Este contato é para informar que a Align Technology realizará uma ação de campo para a remoção 
de um dispositivo de rastreamento (GPS) que foi instalado nos scanners iTero Element para 
controle de estoque e suprimento. 
 
 
Identificação do problema  
 
Quando os scanners iTero Element foram distribuídos no Brasil em 2020, como parte do programa 
de aluguel/comodato/demonstração, um dispositivo de rastreamento (GPS) foi adicionado à 
parte traseira do scanner para ajudar no gerenciamento do inventário e fornecimento das 
unidades. A Align Technology desde então descobriu que a adição desta unidade de rastreamento 
pode interferir na fonte de alimentação de energia, o que leva a falhas para ligar e desligar o 
scanner corretamente.   
 
Embora não haja relatos de ferimentos ou de impacto clínico no paciente como resultado da 
inclusão deste componente, as inconveniências causadas a doutores e funcionários são 
inaceitáveis. Por isso, pedimos desculpas e faremos a correção. Assim, estamos contatando 
proativamente todos os consultórios que participam do programa para agendar a remoção do 
dispositivo de rastreamento (GPS).  
 
Os produtos afetados estão listados abaixo: 
 

Modelo do produto Número de registro na 
ANVISA 

iTero Element 2 80194750005 

iTero Element 5D 80194750005 

 
A lista de scanners afetados com números de série pode ser encontrada no final desta 
comunicação. 
 
 
 



 

 

Possíveis riscos relacionados ao problema 
 
Nenhum ferimento ou lesão foi relatado por nenhum paciente ou qualquer doutor. Conforme 
relatado por alguns usuários, alguns sistemas iTero não puderam ser ligados ou foram desligados 
inesperadamente. Não há risco conhecido para pacientes ou usuários quando ocorre esse modo 
de falha, mas o impacto sobre a eficiência e as práticas no consultório é inaceitável. 
 
 
Diretrizes e ações a serem tomadas 
 
Não tente remover o dispositivo GPS por conta própria.  A equipe de Logística da Align entrará 
em contato diretamente com você para agendar um horário conveniente, a partir da confirmação 
de recebimento desta comunicação em um prazo de até 60 dias, para que um técnico da Evoy, 
fornecedor especializado contratado pela Align, vá ao seu consultório e remova o dispositivo. 
Estimamos que a remoção não deva levar mais do que 15 minutos.  Se preferir ligar antes para 
agendar um horário para este serviço, entre em contato com a equipe de Customer Success pelo 
número 0800 8787 030.  
 
Pedimos desculpas por qualquer inconveniente que isso tenha causado a você, ao seu consultório 
e aos seus pacientes. Permanecemos comprometidos em oferecer produtos da mais alta 
qualidade a você e aos seus pacientes.  
 
 
Caso tenha alguma dúvida, entre em contato conosco diretamente em 0800 8787 030.  
 
 
Obrigado, 
 
 
 
Ritesh Sharma 
VP e Gerente Geral, Latam 
Align Technology 
 

 

 

 

 

 

 

 



 

 

ITERO ELEMENT 2: Lista de números de série afetados 
 

BLX2018W45A400 BLX2020W36A366 BLX2020W40A088 BLX2020W44A205 BLX2020W50A066  

BLX2018W46A005 BLX2020W37A169 BLX2020W40A109 BLX2020W44A208 BLX2020W50A074  

BLX2019W05A030 BLX2020W37A175 BLX2020W40A112 BLX2020W44A209 BLX2020W50A091  

BLX2019W05A074 BLX2020W37A194 BLX2020W40A116 BLX2020W44A212 BLX2020W50A098  

BLX2019W30A187 BLX2020W37A276 BLX2020W40A117 BLX2020W44A213 BLX2020W50A101  

BLX2019W37A285 BLX2020W37A340 BLX2020W42A013 BLX2020W44A219 BLX2020W50A107  

BLX2019W37A295 BLX2020W37A397 BLX2020W42A015 BLX2020W44A222 BLX2020W50A108  

BLX2019W37A347 BLX2020W38A002 BLX2020W42A022 BLX2020W44A283 BLX2020W50A110  

BLX2019W42A327 BLX2020W38A017 BLX2020W42A055 BLX2020W44A350 BLX2020W50A113  

BLX2019W48A094 BLX2020W38A040 BLX2020W42A079 BLX2020W44A357 BLX2020W50A115  

BLX2019W48A164 BLX2020W38A055 BLX2020W42A080 BLX2020W44A362 BLX2020W50A118  

BLX2019W48A231 BLX2020W38A073 BLX2020W42A082 BLX2020W44A363 BLX2020W50A120  

BLX2019W49A203 BLX2020W38A087 BLX2020W42A084 BLX2020W44A369 BLX2020W50A135  

BLX2019W50A001 BLX2020W38A089 BLX2020W42A085 BLX2020W44A375 BLX2020W50A138  

BLX2019W50A009 BLX2020W38A097 BLX2020W42A088 BLX2020W44A379 BLX2020W50A139  

BLX2019W50A043 BLX2020W38A163 BLX2020W42A096 BLX2020W44A390 BLX2020W50A141  

BLX2019W50A190 BLX2020W38A164 BLX2020W42A103 BLX2020W44A393 BLX2020W50A142  

BLX2019W50A215 BLX2020W38A180 BLX2020W42A104 BLX2020W44A394 BLX2020W50A143  

BLX2019W50A383 BLX2020W38A188 BLX2020W42A107 BLX2020W44A409 BLX2020W50A144  

BLX2019W50A384 BLX2020W38A193 BLX2020W42A108 BLX2020W44A410 BLX2020W50A149  

BLX2019W52A441 BLX2020W38A196 BLX2020W42A110 BLX2020W44A427 BLX2020W50A183  

BLX2020W02A294 BLX2020W38A198 BLX2020W42A111 BLX2020W49A066 BLX2020W50A234  

BLX2020W05A111 BLX2020W38A211 BLX2020W43A403 BLX2020W49A067 BLX2020W50A235  

BLX2020W06A242 BLX2020W38A215 BLX2020W43A404 BLX2020W49A069 BLX2020W50A236  

BLX2020W10A028 BLX2020W38A234 BLX2020W43A409 BLX2020W49A087 BLX2020W50A237  

BLX2020W10A030 BLX2020W39A113 BLX2020W43A471 BLX2020W49A100 BLX2020W50A242  

BLX2020W10A069 BLX2020W39A127 BLX2020W43A488 BLX2020W50A002 BLX2020W50A247  

BLX2020W10A092 BLX2020W39A134 BLX2020W43A489 BLX2020W50A005 BLX2020W50A248  

BLX2020W10A094 BLX2020W39A139 BLX2020W43A490 BLX2020W50A011 BLX2020W50A251  

BLX2020W10A097 BLX2020W39A153 BLX2020W43A578 BLX2020W50A012 BLX2020W50A253  

BLX2020W10A107 BLX2020W39A159 BLX2020W44A149 BLX2020W50A015 BLX2020W50A258  

BLX2020W10A276 BLX2020W40A002 BLX2020W44A162 BLX2020W50A016 BLX2020W50A261  

BLX2020W12A069 BLX2020W40A006 BLX2020W44A163 BLX2020W50A023 BLX2020W50A271  

BLX2020W12A466 BLX2020W40A013 BLX2020W44A164 BLX2020W50A032 BLX2020W50A274  

BLX2020W12A496 BLX2020W40A024 BLX2020W44A181 BLX2020W50A053 BLX2020W50A283  

BLX2020W13A080 BLX2020W40A026 BLX2020W44A183 BLX2020W50A054 BLX2020W50A350  

BLX2020W36A253 BLX2020W40A031 BLX2020W44A184 BLX2020W50A057 BLX2020W50A353  

BLX2020W36A281 BLX2020W40A032 BLX2020W44A193 BLX2020W50A061 BLX2020W50A360  

BLX2020W36A295 BLX2020W40A073 BLX2020W44A203 BLX2020W50A064   

 



 

 

ITERO ELEMENT 5D: Lista de números de série afetados 
 

BLX2019W38A280 BLX2020W46A156 BLX2020W46A116 BLX2021W02A291 BLX2020W47A365  

BLX2019W47A576 BLX2020W46A129 BLX2020W46A122 BLX2020W46A463 BLX2020W47A366  

BLX2020W42A612 BLX2020W46A130 BLX2020W46A125 BLX2020W46A529 BLX2019W38A280  

BLX2020W43A383 BLX2020W42A603 BLX2020W46A098 BLX2020W47A036 BLX2020W47A405  

BLX2020W43A319 BLX2020W42A634 BLX2020W02A337 BLX2020W46A459 BLX2020W47A290  

BLX2020W43A377 BLX2020W46A133 BLX2020W43A037 BLX2020W46A497 BLX2020W47A287  

BLX2019W52A381 BLX2020W43A332 BLX2020W39A077 BLX2020W47A258 BLX2020W47A396  

BLX2020W43A283 BLX2020W43A337 BLX2020W46A383 BLX2020W47A076 BLX2020W47A313  

BLX2020W43A340 BLX2020W43A343 BLX2020W46A330 BLX2020W47A278 BLX2020W47A309  

BLX2020W43A342 BLX2020W43A360 BLX2020W46A386 BLX2020W47A096 BLX2020W47A335  

BLX2020W43A285 BLX2020W43A355 BLX2020W46A324 BLX2020W47A042 BLX2020W11A181  

BLX2020W43A269 BLX2020W43A331 BLX2020W46A370 BLX2020W47A129 BLX2020W11A191  

BLX2020W43A276 BLX2020W43A356 BLX2020W46A475 BLX2020W47A087 BLX2020W14A254  

BLX2020W43A311 BLX2020W43A324 BLX2020W46A392 BLX2020W47A127 BLX2020W10A058  

BLX2020W43A322 BLX2020W46A440 BLX2020W47A320 BLX2020W47A050 BLX2020W14A224  

BLX2020W46A086 BLX2020W43A328 BLX2020W47A360 BLX2020W47A053 BLX2020W14A066  

BLX2020W43A268 BLX2020W46A079 BLX2020W47A402 BLX2020W47A049 BLX2020W11A156  

BLX2020W42A565 BLX2020W46A075 BLX2020W46A403 BLX2020W47A105 BLX2020W14A229  

BLX2020W42A461 BLX2020W46A081 BLX2020W46A358 BLX2020W47A101 BLX2020W12A401  

BLX2020W42A411 BLX2020W46A101 BLX2020W43A345 BLX2020W47A196 BLX2019W47A583  

BLX2020W42A575 BLX2020W46A077 BLX2020W46A376 BLX2020W47A032 BLX2020W12A286  

BLX2020W42A580 BLX2020W46A127 BLX2020W46A519 BLX2020W47A083 BLX2020W12A581  

BLX2020W42A620 BLX2020W46A076 BLX2020W46A377 BLX2020W47A151 BLX2020W12A198  

BLX2020W46A154 BLX2020W46A071 BLX2020W46A110 BLX2020W47A043 BLX2019W47A723  

BLX2020W46A150 BLX2020W46A123 BLX2020W46A107 BLX2020W47A098 BLX2020W39A051  

BLX2020W46A155 BLX2020W46A074 BLX2020W46A067 BLX2020W47A099 BLX2020W39A061  

BLX2020W46A152 BLX2020W46A124 BLX2020W47A216 BLX2020W47A329 BLX2020W46A157  

BLX2020W46A151 BLX2020W46A117 BLX2020W46A428 BLX2020W47A300   

BLX2020W46A134 BLX2020W46A068 BLX2020W53A080 BLX2020W47A369   
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ELECTRONIC RECORD AND SIGNATURE DISCLOSURE 
From time to time, Align Technology, Inc. (we, us or Company) may be required by law to
provide to you certain written notices or disclosures. Described below are the terms and
conditions for providing to you such notices and disclosures electronically through your
DocuSign, Inc. (DocuSign) Express user account. Please read the information below carefully
and thoroughly, and if you can access this information electronically to your satisfaction and
agree to these terms and conditions, please confirm your agreement by clicking the Ã¦I agreeÃ†
button at the bottom of this document. 
Getting paper copies 
At any time, you may request from us a paper copy of any record provided or made available
electronically to you by us. For such copies, as long as you are an authorized user of the
DocuSign system you will have the ability to download and print any documents we send to you
through your DocuSign user account for a limited period of time (usually 30 days) after such
documents are first sent to you. After such time, if you wish for us to send you paper copies of
any such documents from our office to you, you will be charged a $0.00 per-page fee. You may
request delivery of such paper copies from us by following the procedure described below. 
Withdrawing your consent 

If you decide to receive notices and disclosures from us electronically, you may at any time
change your mind and tell us that thereafter you want to receive required notices and disclosures
only in paper format. How you must inform us of your decision to receive future notices and
disclosure in paper format and withdraw your consent to receive notices and disclosures
electronically is described below. 
Consequences of changing your mind 
If you elect to receive required notices and disclosures only in paper format, it will slow the
speed at which we can complete certain steps in transactions with you and delivering services to
you because we will need first to send the required notices or disclosures to you in paper format,
and then wait until we receive back from you your acknowledgment of your receipt of such
paper notices or disclosures. To indicate to us that you are changing your mind, you must
withdraw your consent using the DocuSign Ã´Withdraw ConsentÃ¶ form on the signing page of
your DocuSign account. This will indicate to us that you have withdrawn your consent to receive
required notices and disclosures electronically from us and you will no longer be able to use your
DocuSign Express user account to receive required notices and consents electronically from us
or to sign electronically documents from us. 
All notices and disclosures will be sent to you electronically 
Unless you tell us otherwise in accordance with the procedures described herein, we will provide
electronically to you through your DocuSign user account all required notices, disclosures,
authorizations, acknowledgements, and other documents that are required to be provided or
made available to you during the course of our relationship with you. To reduce the chance of
you inadvertently not receiving any notice or disclosure, we prefer to provide all of the required
notices and disclosures to you by the same method and to the same address that you have given
us. Thus, you can receive all the disclosures and notices electronically or in paper format through
the paper mail delivery system. If you do not agree with this process, please let us know as
described below. Please also see the paragraph immediately above that describes the
consequences of your electing not to receive delivery of the notices and disclosures
electronically from us. 
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Partes concordam em: Ritesh Sharma



How to contact Align Technology, Inc.: 
You may contact us to let us know of your changes as to how we may contact you electronically,
to request paper copies of certain information from us, and to withdraw your prior consent to
receive notices and disclosures electronically as follows:
 To contact us by email send messages to: gjackman@aligntech.com
 
To advise Align Technology, Inc. of your new e-mail address 

To let us know of a change in your e-mail address where we should send notices and disclosures
electronically to you, you must send an email message to us at gjackman@aligntech.com and in
the body of such request you must state: your previous e-mail address, your new e-mail address.  
We do not require any other information from you to change your email address..  
In addition, you must notify DocuSign, Inc to arrange for your new email address to be reflected
in your DocuSign account by following the process for changing e-mail in DocuSign. 
To request paper copies from Align Technology, Inc. 
To request delivery from us of paper copies of the notices and disclosures previously provided
by us to you electronically, you must send us an e-mail to gjackman@aligntech.com and in the
body of such request you must state your e-mail address, full name, US Postal address, and
telephone number. We will bill you for any fees at that time, if any. 
To withdraw your consent with Align Technology, Inc. 
To inform us that you no longer want to receive future notices and disclosures in electronic
format you may:

i. decline to sign a document from within your DocuSign account, and on the subsequent
page, select the check-box indicating you wish to withdraw your consent, or you may;
ii. send us an e-mail to gjackman@aligntech.com and in the body of such request you must
state your e-mail, full name, IS Postal Address, telephone number, and account number.
We do not need any other information from you to withdraw consent..  The consequences
of your withdrawing consent for online documents will be that transactions may take a
longer time to process.. 

Required hardware and software 
Operating Systems: Windows2000Â¬ or WindowsXPÂ¬ 
Browsers (for SENDERS): Internet Explorer 6.0Â¬ or above 
Browsers (for SIGNERS): Internet Explorer 6.0Â¬, Mozilla FireFox 1.0,

NetScape 7.2 (or above) 
Email: Access to a valid email account 
Screen Resolution: 800 x 600 minimum 
Enabled Security Settings: Ã² Allow per session cookies

 Ã² Users accessing the internet behind a Proxy
Server must enable HTTP 1.1 settings via
proxy connection 

** These minimum requirements are subject to change. If these requirements change, we will
provide you with an email message at the email address we have on file for you at that time
providing you with the revised hardware and software requirements, at which time you will have
the right to withdraw your consent. 
Acknowledging your access and consent to receive materials electronically 
To confirm to us that you can access this information electronically, which will be similar to



other electronic notices and disclosures that we will provide to you, please verify that you were
able to read this electronic disclosure and that you also were able to print on paper or
electronically save this page for your future reference and access or that you were able to e-mail
this disclosure and consent to an address where you will be able to print on paper or save it for
your future reference and access. Further, if you consent to receiving notices and disclosures
exclusively in electronic format on the terms and conditions described above, please let us know
by clicking the Ã¦I agreeÃ† button below. 
By checking the Ã¦I AgreeÃ† box, I confirm that: 

• I can access and read this Electronic CONSENT TO ELECTRONIC RECEIPT OF
ELECTRONIC RECORD AND SIGNATURE DISCLOSURES document; and
 

• I can print on paper the disclosure or save or send the disclosure to a place where I can
print it, for future reference and access; and
 

• Until or unless I notify Align Technology, Inc. as described above, I consent to receive
from exclusively through electronic means all notices, disclosures, authorizations,
acknowledgements, and other documents that are required to be provided or made
available to me by  Align Technology, Inc. during the course of my relationship with you.
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