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FDA

FDA

FDA

FDA

FDA

FDA

FDA

FDA

Reg. Type

Draft
Guidance
Draft
Guidance
Agency
Report
Draft

Guidance
Draft
Document
Draft
Guidance
Draft
Guidance
Draft
Guidance

Draft Rule

Draft
Guidance

Final
Guidance

FYI

MITA ID/Date Code

2014.PMAData-DG.0722

2014.CompModeling.0417
2014.510kMods.0604
2014.DistributingPubs.0502

2014.FDAPriorities.0731

2014.VolStandards.0811

2014.0nlineMisinfo.0916

2014.0nlinelnfo.0916

2014.ClassificationRule.0922

2014.510kBenefitRisk.1001

2014.CDRHAppeals

Expected

Title
Release

Balancing PMA Premarket & Postmarket Data Draft
Guidance

Computational Modeling Draft Guidance

FDA Report to Congress on 510(k) Modifications

Distributing Scientific Publications Draft Guidance

Draft FDA Strategic Priorities 2014-2018

CDRH Draft Guidance on Voluntary Consensus Standards

FDA Draft Guidance on Online Correction of Third Party
Misinformation

FDA Draft Guidance on Character-Limited Online
Information

Device Classification Draft Rule

510(k) Benefit-Risk Draft Guidance (due October)

Center for Devices and Radiological Health Appeals
Processes: Questions and Answers About 517A - Guidance
for Industry and Food and Drug Administration Staff

Co-convenership of IEC/SC 62A-ISO/TC 210 JWG 4,
Medical devices

Actual
Release

4/23/2014

June 2014

5/13/2014

June 2014

June 2014

3/25/2014

7/14/2014

7/30/2014

sent to TRC

4/23/2014

2/4/2014

2/27/2014

4/3/2014

7/31/2014

5/12/2014

6/18/2014

6/18/2014

5/5/2014

7/28/2014

8/1/2014

8/26/2014

Member

Feedback First Draft
N Deadline
Deadline
9/2/2014 9/4/2014
9/2/2014 9/4/2014
9/8/2014 9/10/2014
9/17/2014
n/a n/a

Status Legend: distributed, analyzing, drafting, out for comment, review of comments, final edits, submitted

MITA
Finalization
Deadline

7/22/2014

7/31/2014

9/10/2014

9/10/2014

9/17/2014

9/17/2014

n/a

n/a

Final Deadline

7/22/2014

4/17/2014

6/4/2014

5/2/2014

7/31/2014

8/11/2014

9/16/2014

9/16/2014

9/22/2014

10/1/2014

n/a

n/a

MITA Comments
Status

no comment
submitted
submitted
submitted
complete

no comment

no comment


http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm393882.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm393882.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Reports/UCM403191.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM396568.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM401079.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM401079.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM401087.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM401087.pdf
http://www.gpo.gov/fdsys/pkg/FR-2014-03-25/pdf/2014-06364.pdf
https://s3.amazonaws.com/public-inspection.federalregister.gov/2014-16565.pdf

