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FDA Issues COVID-19 PHE Guidance

e On Mar. 10, FDA issued guidance regarding which FDA guidance documents will extend
beyond the ending of the public health emergency (PHE).

o The PHE is expected to end on May 11, 2023.

e Twenty-two guidance documents will expire when the PHE ends on May 11, 2023. See Table 1
of the new guidance for a list of these documents.

e Twenty-two guidance documents will continue in effect for 180 days after the PHE declaration
expires, then will no longer be in effect. This provides a wind-down period for these
requirements. See Table 2 of the new guidance.

e Twenty-four guidance documents will continue in effect for 180 days after the PHE declaration
expires, during which time FDA plans to further revise these documents. See Table 3 of the
new guidance.

e Four guidance documents’ duration is not tied to the COVID-19 PHE and will remain in effect
when the COVID-19 PHE declaration expires. See Table 4 of the new guidance.

_Table 4.--Onher COVID-19-Related Guidance Documents

Docket Mo, _Lead Center - Title of Guadamee
| FDA-2007-D-0369 | CDER Product-Specific Guidances for Chlorequine and Hydroxychloroquine
FDA-2008-D-0610 | CDER | Postmarketing Adverse Event Reporting for Medical Products and
| Dictary Supplements Duning a Pandemic
| FDA-2020-D-0987 | CDRH Policy for Coronavirus Disease-2019 Tests (Revised)®*
| FDA-2020-D-0987 CDRH Policy for Evaluating Impact of Viral Mutations on COVID-19 Tests*

See the guidance for additional requirements.
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For questions, please reach out to Tyler Thorne.

AMCP | 675 North Washington Street, Suite 220 | Alexandria, Virginia 22314

Please manage your emails here.



http://www.mmsend39.com/link.cfm?r=ZON0r1ypiJxkvtb2t6-elQ%7E%7E&pe=dsKfBt4NM1CRs7ymIrSegLS6KVMR9qO9DVuhLKn_ctX5cQDmgN5q1yHuY0il3XOhb4i98TNLHgK9ixtQhm6wCw%7E%7E&t=26QRbGm2Qrtk3VlAio0Z7Q%7E%7E
http://www.mmsend39.com/link.cfm?r=ZON0r1ypiJxkvtb2t6-elQ%7E%7E&pe=l9yKFAVD9O-jUov-M6gwR7D3bOqdJRwM5q0Sw_IwT0Xfl5jmHl4kw9dcEPYRbN9u3Sf5_vvQYL6wXahPy-0cwQ%7E%7E&t=26QRbGm2Qrtk3VlAio0Z7Q%7E%7E
mailto:tthorne@amcp.org
http://www.mmsend39.com/link.cfm?r=ZON0r1ypiJxkvtb2t6-elQ%7E%7E&pe=wdhcCOja8wL10glmN9l_qv4Mo1tj89O3m6HQ7uuxIqBWeWjUT2Lt18R5_g0U4Aft9lSLbeF2Lpc35v-MX-1QZQ%7E%7E&t=26QRbGm2Qrtk3VlAio0Z7Q%7E%7E
http://www.mmsend39.com/link.cfm?r=ZON0r1ypiJxkvtb2t6-elQ%7E%7E&pe=WUoOlFoBN19CFoaPBaG0lhn4xRGMxbcInMvbYwzO0N9EkxZ2h8SOpvyXQopHuOvbMB8caPI_biHPUQnkn2TxMA%7E%7E&t=26QRbGm2Qrtk3VlAio0Z7Q%7E%7E
http://www.mmsend39.com/link.cfm?r=ZON0r1ypiJxkvtb2t6-elQ%7E%7E&pe=popAx2LVAuqdldRWtmHZhI5D7JSbiWNHPGpoWwnGlkmhnOKM4AuWGxKwfSvEYY6jLSasrNRCF_6i_5out6P4HA%7E%7E&t=26QRbGm2Qrtk3VlAio0Z7Q%7E%7E
http://www.mmsend39.com/link.cfm?r=ZON0r1ypiJxkvtb2t6-elQ%7E%7E&pe=xnRgJxAH3w9y9dzzEy9V8zmFcO-47hpVepDvhjxwIeZ4WIOo99KvArwSDZCkGgrqc0nczTlXexKaC6DqjHluDA%7E%7E&t=26QRbGm2Qrtk3VlAio0Z7Q%7E%7E
http://www.mmsend39.com/link.cfm?r=ZON0r1ypiJxkvtb2t6-elQ%7E%7E&pe=5cg9cKLtJDRacpBWshW2mL2xkmKchiY9UEsKlmjxbm4U-ajlcb5JciAVD16429sMtwFcdxOY4k-XDWJ5zWyeYA%7E%7E&t=26QRbGm2Qrtk3VlAio0Z7Q%7E%7E

