FDA Draft Guidance:_Collection of Race and Ethnicity Data in Clinical Trials 


	Line Number
	Comment

	20
	Add: the FDA’s reasons

	24
	 Add (IND) and (NDA) 

	25
	Delete new drug applications and parentheses

	32
	Add the FDA

	42
	Add The FDA’s guidance documents…

	51
	Add The FDA’s  regulations

	55
	Add the OMB…

	56
	Add The FDA now recommends…

	59
	Add …applications to the FDA…

	61
	Delete italics on closing parentheses

	66
	See footnote #7—close up spacing between superscript numeral and “This”

	73
	Add hyphen to health-related data; Add The FDA

	88
	Change to as compared with Whites and Blacks

	90
	Add hyphen to angiotensin-converting enzyme

	92
	Change to Racial differences in skin structure and physiology that can affect response to dermatologic and topically applied products have been noted.

	94
	Change to when compared with other racial subgroups

	101
	Add the FDA

	122
	Add non-breaking space to HHS-funded and –sponsored data…

	129
	Change to the FDA has decided to recommend that  OR the FDA recommends that…

	132
	Delete extra space between in and clinical

	137
	See footnote#12—add the FDA stated that…; see footnote #13—add the FDA, the OMB

	143
	Change trial to study participants

	153
	Change infeasible to not feasible

	154
	Add recommend that…

	180
	Change United States to U.S. populations

	182
	Add the FDA

	204
	Change US to U.S.

	218
	Delete quotations marks, add italics to title

	241
	Delete quotations marks, add italics to title

	255
	Add hyphen to two-question format

	269
	Add the OMB Directive 15

	289
	Add hyphen to minority-based differences

	304
	Add the FDA grew…

	317
	Change to elements of an NDA analysis

	324, 331, 342
	Add the FDA

	350
	Change to IND, delete parentheses

	505, 511, 522
	Add the OMB

	521, 523
	Change to data that cannot be aggregated; detailed reporting that can be aggregated

	560_REFERENCES

582

607

624, 628
	Reformat according to Vancouver Style;

Delete italics on date;

Change year date to 1999;

Add italics to guidance titles.




DIA Terminology Working Group

Medical Writing SIAC


