Regulatory Exchange

RegEx Year in Review TOP Tuesday

2018 was a great year for conversation and resource sharing on RegEx.

Check out the top 10 discussions and library resources from 2018.

Discussion Post: RAC-US-Fall-2018

1

Library Resource: 501K Template

Discussion Post:: RAC US Spring 2018

Library Resource: Regulatory strategy document template

3 Discussion Post: Ask Me Anything: APL

Library Resource: Template to track Global registrations Medical
Devices

Discussion Post: Ask Me Anything: Paul Brooks

A4

Library Resource: EU countires_User manual_language requirements_Heathcare professionall
use only product

Discussion Post: Ask Me Anything Session: EU MDR/EU IVDR

>

Library Resource: Change request form/template

Discussion Post: FDA moving to ISO 13485

6 Library Resource: Notified Body Survey July 2018

Discussion Post: Formal Training on MDSAP Country Regulations

[

Library Resource: Comparative Matrix of the Regulations

8 Discussion Post: Blue LED light device

Library Resource: Re: Japan-Significant change guidance-Medical Devices

Discussion Post: Brand name requirements-US/EU

D

Library Resource: Jr RA Specialist opportunity

Discussion Post: Looking for recommendations for eCTD publishing vendors

10

Library Resource: RE: CE Marketing Labeling Vs Device

Thank you for all of your engagement and contributions to RegEx in 2018!
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