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INTERNATIONAL




June 3, 2008
To: 

F04 Division IV Members
From:   
Daniel Schultz 
Subject: 
Regulatory Guidance for Reference in Standards Development
& Revision

Attached to this memo is a general, “boiler plate” listing of regulatory guidance that can be referenced in support of standards development and revision.  

It currently contains listings from the USFDA.  I will solicit similar listings from the device agencies of other countries, in order to augment it for greater global application.
Thank you.  If you have any questions I can be reached at:

Email:
dschultz@astm.org
Phone:
+1 610 832 9716

Skype: 
dan.schultz1



	General Regulator Guidance in Support of
    Standards Development & Revision
------------------------------------------
United States Food and Drug Administration
(updated 14 December 2007)




	
	Contact (provider of this list):

David S. Kaplan, Ph.D. 

Natural and Tissue Engineered Biomaterials Characterization 

FDA/CDRH/OSEL Division of Solid and Fluid Mechanics

10903 New Hampshire Avenue, Building 62, Room 2212 

Silver Spring, MD 20993-0002

USA

PH: 301-796-2519 (V), -9932 (F)

david.kaplan@fda.hhs.gov


FDA CFR.

21 CFR 3:  Product Jurisdiction:  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=3
21 CFR 58:  Good Laboratory Practice for Nonclinical Laboratory  Studies:  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=58
FDA/CDRH CFR and Guidances.

21 CFR Part 803:  Medical Device Reporting:  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=803
21 CFR 812:  Investigational Device Exemptions:  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=812
21 CFR 814:  Premarket Approval of Medical Devices:  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=814
21 CFR 820:  Quality System Regulation:  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=820
Design Control Guidance for Medical Device Manufacturers:  http://www.fda.gov/cdrh/comp/designgd.pdf
Preproduction Quality Assurance Planning Recommendations for Medical Device Manufacturers (FDA 90-4236):  http://www.fda.gov/cdrh/manual/appende.html 

The Review and Inspection of Premarket Approval Applications under the Bioresearch Monitoring Program – Draft Guidance for Industry and FDA Staff:  http://www.fda.gov/cdrh/comp/guidance/1602.pdf. 

Guidance for Industry and FDA Reviewers - Immunotoxicity Testing Guidance
http://www.fda.gov/cdrh/ost/ostggp/immunotox.html 

FDA/CDRH search engines.

CDRH Guidance Search Engine:  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfggp/search.cfm
CDRH Premarket Approval (PMA) Search Engine:  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
CDRH 510(k) Search Engine:  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
CDRH Recognized STANDARDS Search Engine:  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
FDA/CBER CFR and Guidances.

21CFR 312:  Investigational New Drug Application: http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=312 

21 CFR 314:  Applications for FDA Approval to Market a New Drug: http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=312
21 CFR 610:  General Biological Products Standards:  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=610 

21 CFR 1271:  Human Cells, Tissues and Cellular and Tissue-Based Products:  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=1271
Cellular & Gene Therapy Guidances and Other Publications:  http://www.fda.gov/cber/genetherapy/gtpubs.htm 

Human Tissue Guidances and Other Publications:  http://www.fda.gov/cber/tissue/docs.htm 

CBER Product Approval Information:  http://www.fda.gov/cber/efoi/approve.htm 

21 CFR 600, 601  BLA Regulations http://www.access.gpo.gov/nara/cfr/waisidx_07/21cfrv7_07.html 

21 CFR 210, 211 (GMP Regulations) http://www.access.gpo.gov/nara/cfr/waisidx_07/21cfr210_07.html 
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