Convite

Prezados(as) Senhores(as),

A ABNT, como Unico Foro Nacional de Normalizacdo, mediante a demanda de
normalizacdo no campo Odonto-Médico-Hospitalar, criou as Comissdes de Estudo de
Aspectos Comuns de Seguranca para Equipamentos Eletromédicos (ABNT/CE-
026:020.001) e de Equipamento Eletromédico (ABNT/CE-026:020.002) para discutir e
estabelecer, por consenso, regras, diretrizes ou caracteristicas para o referido
assunto.

Desta forma, convidamos V.Sa. a participar da 32 Reunido de 2024 da ABNT/CE-
026:020.001 e ABNT/CE-026:020.002, a ser realizada conforme a programacéo a

seqguir:

Data: 05.04.2024

Horario: 09h00 as 13h00

Acesso Remoto Individual:
https://zoom.us/meeting/register/tJOrdeyurTgoEtHVRMAL3R17tOXRjh2H Obi

Pauta:
1. Abertura;
2. Identificacdo dos membros presentes;
3. Andlise, correcdo e aprovacao da Minuta de Ata da Reunido anterior;
4. Aceitacdo da pauta proposta (ou modificagéo);
5. Comunicados do Coordenador das CEs;
6. Documentos recebidos da IEC e ISO:
TC 62 - Electrical equipment in medical practice
Referéncia Titulo
Compilation of Comments on 62/495/CD - IEC 60050-880 ED1.: International Electrotechnical
62/507/CC Vocabulary (IEV) ? Part 880: Electrical equipment, electrical systems and software used in
healthcare
Result on 62/501/DC: Feedback on IEC 63366 (TC 111) - Product category rules for life cycle
62/508/INF - h
assessment of electrical and electronic products and systems
TC 62A - Common aspects of electrical equipment used in medical practice
Referéncia Titulo
62A/1576/R Results of Questionnaire (62A/1557/Q)Questionnaire regarding withdrawal of IEC TR 80001-2-
62A/1576/RQ 1:2012, IEC TR 80001-2-3:2012 and. IEC TR 80001-2-4:2012
Result of Questionnaire on 62A/1552/Q: Nomination of experts and Co-convenors for SC
62A/1575/RQ
62A/1575/R 62A/WG 43
62A/1574/RO (F;Ze:jhl/ltTonguestlonnalre on 62A/1555/Q: Nomination of experts and Co-convenors for SC
Result of Questionnaire on 62A/1554/Q: Nomination of experts and Co-convenors for SC
62A/1573/RQ
62A/1573/R 62A/WG 46
Review report of IEC 80001-2-4 ED1: Application of risk management for IT-networks
62A/1580/RR incorporating medical devices - Part 2-4: Application guidance - General implementation
guidance for healthcare delivery organizations
Review report of IEC TR 80001-2-3 ED1: Application of risk management for IT-networks
62A/1579/RR . ; . . - h
incorporating medical devices - Part 2-3: Guidance for wireless networks
Review report of IEC TR 80001-2-1 ED1: Application of risk management for IT-networks
62A/1578/RR incorporating medical devices - Part 2-1: Step by step risk management of medical IT-networks
- Practical applications and examples
Review report of IEC 60601-1 ED3: Medical electrical equipment - Part 1: General requirements
62A/1582/RR ; "
for basic safety and essential performance
TC 62D - Electromedical equipment
Referéncia Titulo
Review report of IEC 80601-2-60 ED2: Medical electrical equipment - Part 2-60: Particular
62D/2120/RR . . : .
requirements for the basic safety and essential performance of dental equipment
Review report if 1ISO 80601-2-70 ED2: Medical electrical equipment - Part 2-70: Particular
62D/2119/RR requirements for the basic safety and essential performance of sleep apnoea breathing therapy
equipment



https://zoom.us/meeting/register/tJ0rdeyurTgoEtHvRmAL3R17tOXRjh2H_Obi
https://sd.iso.org/documents/open/9327ba2f-884e-4800-951e-021e9c925e29
https://sd.iso.org/documents/open/bdc84c57-7dfb-4867-b09f-ac1b81177374
https://sd.iso.org/documents/open/48d33d79-75be-4b5b-b39e-42a4ae4c9dd5
https://sd.iso.org/documents/open/030ccb33-46b8-45aa-8f2f-917e81442f3d
https://sd.iso.org/documents/open/6b41c012-322e-4bf5-b88b-4de9ec3974ae
https://sd.iso.org/documents/open/e5052721-a01d-41c0-8418-f57fbf3f73be
https://sd.iso.org/documents/open/8b3f77b2-8912-46e5-8491-220c4501950c
https://sd.iso.org/documents/open/9df735ed-c102-48ad-aec5-97a616d162b9
https://sd.iso.org/documents/open/3d67ce26-8407-44af-8fe7-6c4b076d0c07
https://sd.iso.org/documents/open/6e41772c-7e8c-4642-86f4-f91755d9bf1a
https://sd.iso.org/documents/open/f02adc4b-6a6f-4210-a3cb-88ad55f50ae7
https://sd.iso.org/documents/open/0270e4b8-0605-423d-930a-fa0a3ae7b8c4
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TC 62D - Electromedical equipment

Referéncia Titulo
Review report of IEC 60601-2-23 ED3: Medical electrical equipment - Part 2-23: Particular
62D/2037A/RR requirements for the basic safety and essential performance of transcutaneous partial pressure
monitoring equipment
Revised Result of Voting on 62D/1992/CDV - IEC 60601-2-39 ED4: Medical electrical
62D/2035A/RVC | equipment - Part 2-39: Particular requirements for basic safety and essential performance of
peritoneal dialysis equipment
Revised Result of Voting on 62D/1988/CDV - IEC 60601-2-16 ED6: Medical electrical
62D/2031A/RVC | equipment - Part 2-16: Particular requirements for basic safety and essential performance of
haemodialysis, haemodiafiltration and haemofiltration equipment
Result of Voting on 62D/2107/FDIS - ISO 81060-2/AMD2 ED3: Amendment 2 - Non-invasive
62D/2118/RVD sphygmomanometers - Part 2: Clinical investigation of intermittent automated measurement
type
Revised Compilation of Comments on 62D/2060/CD - ISO 80601-2-74 ED3: Medical electrical
62D/2094A/CC equipment - Part 2-74: Particular requirements for basic safety and essential performance of
respiratory humidifying equipment
Revised Compilation of Comments on 62D/2058/CD - ISO 80601-2-90 ED2: Medical electrical
62D/2089A/CC equipment - Part 2-90: Particular requirements for basic safety and essential performance of
respiratory high-flow therapy equipment
Revised Result of Voting on 62D/2043/CDV - ISO 80601-2-79 ED2: Medical electrical
62D/2080A/RVC equipment - Part 2-79: Particular requirements for basic safety and essential performance of
ventilatory support equipment for ventilatory impairment
Revised Result of Voting on 62D/1851/CDV - ISO 80369-2 ED1: Small-bore connectors for
62D/1903A/RVC liquids and gases in healthcare applications - Part 2: Connectors for breathing systems and
driving gases
Revised Result of Voting on 62D/2044/CDV - ISO 80601-2-80 ED2: Medical electrical
62D/2081A/RVC equipment - Part 2-80: Particular requirements for basic safety and essential performance of
ventilatory support equipment for ventilatory insufficiency
TC 76 - Optical radiation safety and laser equipment
Referéncia Titulo
76/750/AC Next meeting of TC 76 to be held in Kokura, Japan from 2024-08-25 to 2024-08-30
76/751/DA Draft agenda for the meeting to be held in Kokura Japan from 2024-08-25 to 2024-08-30
TC 87 - Ultrasonics
Referéncia Titulo
87/850/INF Review of Active Participation of P-members in the Work of TC 87
Liaison Report of SC 62B to TC 87 for the plenary meeting to be held on 2024-04-26 in
87/855/INF
Offenbach Germany
87/854/INF gee[r);gnc))/f WG 9 to TC 87 for the plenary meeting to be held on 2024-04-26 in Offenbach
87/853/INE gzpr)r?qgnc;f WG 8 to TC 87 for the plenary meeting to be held on 2024-04-26 in Offenbach
Result of Voting on 87/840/CDV - IEC 62127-2 ED2: Ultrasonics - Hydrophones - Part 2:
87/852/RVC . - o
Calibration for ultrasonic fields
87/858/INF gg;:;r;nc;f WG 6 to TC 87 for the plenary meeting to be held on 2024-04-26 in Offenbach
87/857/INF gee[r);gnc))/f WG 7 to TC 87 for the plenary meeting to be held on 2024-04-26 in Offenbach
87/856/INE Report of WG 14 to TC 87 for the plenary meeting to be held on 2024-04-26 in Offenbach

Germany

7. Analise de Votos dos seguintes documentos Internacionais:

TC 62 - Electrical equipment in medical practice

GT/GTC| Referéncia Titulo pata de~ DL
Circulacéo | Encerramento
Questionnaire on the establishment of a Preliminary
Work Item (PWI): "Establishing the credibility of
62/509/Q computational modelling in the field of medical devices | 2024-03-15 2024-04-26
through verification, validation, and uncertainty
guantification"
TC 62A - Common aspects of electrical equipment used in medical practice
GT/GTC| Referéncia Titulo Dzl de~ DEREED
Circulacéo | Encerramento
Nomination of a Co-convenor for SC62A/WG 46:
62A/1581/Q lonizing radiation hazards 2024-03-08 2024-04-05
Document for comment IEC 60447: Basic and safety
62A/1577/DC | principles for man-machine interface, marking and | 2024-03-01 2024-04-12
identification - Actuating principles
IEC TS 81001-2-2 ED1: Health software and health IT
62A/1559/CD systems safety, effectiveness and security - Part 2-2: 2024-02-02 2024-04-26



https://sd.iso.org/documents/open/51d50a18-44de-49f5-8131-7a103666c128
https://sd.iso.org/documents/open/68b13cf0-d0cb-4082-956f-5171eedcabda
https://sd.iso.org/documents/open/08ad1ddd-1afd-4175-a63d-b604eb5f591a
https://sd.iso.org/documents/open/dccd76ff-e1f7-4a72-b0d6-808aca976f5a
https://sd.iso.org/documents/open/fa627114-5f11-4363-9215-f61dd2b55fa6
https://sd.iso.org/documents/open/556f6821-9b29-43c2-a92b-a69ca28ed9d0
https://sd.iso.org/documents/open/4a4f5278-69b7-47e5-ae0c-810628705c4d
https://sd.iso.org/documents/open/642a3a2c-6f55-41e4-a06f-5aaf68501b4f
https://sd.iso.org/documents/open/f919dd4f-8851-43d4-987c-ebbe0f395851
https://sd.iso.org/documents/open/ea8d5a6c-e8aa-498b-9603-dd788d99c712
https://sd.iso.org/documents/open/fbcc731a-d79d-4a66-b58a-679b0535ae82
https://sd.iso.org/documents/open/3af4554c-527f-4fb2-be31-c50fb9e653cf
https://sd.iso.org/documents/open/e30111d3-7d08-4f1e-a2d1-92fccd5b38e0
https://sd.iso.org/documents/open/96a303a0-8a31-4a1b-b691-80af816ecef4
https://sd.iso.org/documents/open/a87cce67-bc06-4593-a0ba-bb531cbf4f43
https://sd.iso.org/documents/open/75c8d897-1d05-4128-93c5-8e0e62cdfcc6
https://sd.iso.org/documents/open/56676419-1ece-4905-b142-ce2c780bdcdd
https://sd.iso.org/documents/open/3c545e09-5fd0-41f5-9259-bd1956265e4b
https://sd.iso.org/documents/open/85cc9e31-d081-4455-9887-43a9f48b98ca
https://sd.iso.org/documents/open/17b97986-7d3a-4f0e-86f2-5df58d1e6ea8
https://sd.iso.org/documents/open/8cc70bd0-3101-4931-9634-99b10223e595
https://sd.iso.org/documents/open/59bda5ae-3c5a-4be0-9d6a-842185b0ef3e
https://sd.iso.org/documents/open/46739b9f-61c4-4dd1-b801-5f27308cf79a
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Guidance for the implementation, disclosure and
communication of security needs, risks and controls

SC 62D - Particular medical equipment, software, and systems
GT/GTC | Referéncia Titulo Data de Data de

Circulagdo | Encerramento
Nor_nlnatlon of Convenor for IEC/SC 62D/MT16,Electro- 2024-03-01 2024-04-12
optical equipment
IEC 80601-2-52 ED1: Medical electrical equipment -
62D/2114/CDV | Part 2-52: Particular requirements for the basic safety | 2024-03-01 2024-05-24
and essential performance of medical beds
IEC 80601-2-89 ED1: Medical electrical equipment -
62D/2113/CDV | Part 2-89: Particular requirements for the basic safety | 2024-03-01 2024-05-24
and essential performance of medical beds for children
ISO 80369-2 ED1: Small-bore connectors for liquids
62D/2125/FDIS | and gases in healthcare applications - Part 2:| 2024-03-08 2024-04-19
Connectors for breathing systems and driving gases
ISO 80601-2-70 ED3: Medical electrical equipment -
Part 2-70: Particular requirements for the basic safety
and essential performance of sleep apnoea breathing
therapy equipment
ISO 80601-2-67 ED3: Medical electrical equipment -
62D/2123/CD | Part 2-67: Particular requirements for basic safety and | 2024-03-08 2024-05-03
essential performance of oxygen-conserving equipment
ISO 80601-2-69 ED3: Medical electrical equipment -
Part 2-69: Particular requirements for the basic safety

62D/2121/Q

62D/2124/CD 2024-03-08 2024-05-03

62D/2122/CD . 2024-03-08 2024-05-03
and essential performance of oxygen concentrator
equipment
ISO 80601-2-74 ED3: Medical electrical equipment -
Part 2-74: Particular requirements for basic safety and

62D/2127/CD | oeengial performance of respiratory humidifying 2024-03-15 2024-05-10
equipment
ISO 80601-2-90 ED2: Medical electrical equipment -

62D/2126/cD | Part 2-90: Particular requirements for basic safety and | ,0,, 15 15 2024-05-10

———————— | essential performance of respiratory high-flow therapy
equipment

TC 87 - Ultrasonics
GT/GTC| Referéncia Titulo Ciliel de~ DRI
Circulacdo | Encerramento

IEC 63412-1 ED1: Ultrasonics - Shear-wave

87/851/FDIS | elastography - Part 1: Specifications for the user| 2024-03-08 2024-04-19
interface

8. Deliberacéo dos Projetos de Normas:
a) Projeto ABNT IEC/TR 60878 - Simbolos gréficos para equipamentos elétricos
na pratica médica.
b) Projeto ABNT NBR ISO 80601-2-85 - Equipamento médico elétrico — Parte 2-
85: Requisitos particulares para a seguranca bésica e desempenho essencial
do equipamento de oximetro de tecido cerebral.

9. Estruturacdo de GTs/GTCs da CE-026:020:001 e CE-026:020:002. Relatorios
relativos aos GTs e GTCs;

10.Apresentacdo da situagdo atual das normas trabalhadas pelas CE-026:020:001 e
CE-026:020:002;

11.0utros assuntos;

12.Planejamento dos proximos trabalhos;
13.Ac¢0es para a proxima reunido;
14.Préxima reunido:

Fevereiro Margco  Abril Maio  Junho  Julho Agosto Setembro Outubro Novembro Dezembro
02 01 05 03 07 05 02 06 04 01 06

15.Encerramento da reunido.


https://sd.iso.org/documents/open/5eb2ced1-38a8-4131-8aef-65f57b815b14
https://sd.iso.org/documents/open/15d162cb-e53d-4272-92ad-a7892d8159c0
https://sd.iso.org/documents/open/c364f279-1686-4218-86b9-26f2a5114312
https://sd.iso.org/documents/open/ba6cadea-2b09-4ce5-8b80-d524b11c98ae
https://sd.iso.org/documents/open/5bc6c23a-89b3-4c60-b881-cd6f51221265
https://sd.iso.org/documents/open/ba08d6cd-2fa7-4450-86b8-ffbc5efdbed8
https://sd.iso.org/documents/open/93f02489-2227-4acb-849e-57e751d1c31a
https://sd.iso.org/documents/open/dc07271d-0df7-4d8d-a9d9-53546c116496
https://sd.iso.org/documents/open/8ebdf7c6-8465-452f-86b0-1d496032c9ec
https://sd.iso.org/documents/open/6bc65ae3-1cd7-4c04-ae97-11585882f886
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Os documentos das Comissfes de Estudos CE-026:020.001 e CE-026:020.002, estéao
disponiveis no ABNT Documents, na seguinte pasta:

https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001

https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002

Para obter login e senha de acesso ao ABNT Documents, faca o cadastro no
site https://www.abntonline.com.br/normalizacao/ indicando que deseja participar da Comisséo
de Estudo e aceite o termo de confidencialidade.

Para indicar ou convidar potenciais interessados em participar dos trabalhos de normalizacéo,
estas pessoas precisam realizar o seu cadastro no link indicando a Comisséo de Estudo de
seu interesse.

Caso nao tenha mais interesse em participar da Comissdo de Estudo em questao, enviar e-
mail para a Secretaria do Comité Técnico (cb-026@abnt.org.br).

Solicitamos que a participacdo seja confirmada ou auséncia justificada respondendo
esta mensagem para a Secretaria do Comité Técnico no e-mail cb-026@abnt.org.br.

Cordialmente,
Karla D. Martinez Fogaca

Chefe de Secretaria — ABNT/CB-026 Odonto-Médico-Hospitalar



https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002
https://www.abntonline.com.br/normalizacao/
mailto:cb-026@abnt.org.br
mailto:cb-026@abnt.org.br

