April 26, 2024

Robert M. Califf, MD
Commissioner

U.S. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

5H)'$ '"UDIW *XL&EDQEHFWLRQ RI 5DFH DQG (WKQBRIX
IRU )58HJIJXODWHG OH&ELFDO 3URGXFWYV

Dear Dr. Califf:

The American Society of Hematology (ASH) appreciates the opportunity to provide comments
WR WKH 8 6 )RRG DQG 'UXJ $GPLQLVWUDWLRQ )’'$
the Collection of Race and Ethnicity Data in Clinical Trials and Clinical-Beglitstéor ABd
ProductS[A-2016D-356).




SECTION SPECIFIC COMMENTS:
BHFWLRQ ,,, &ROOHFWLQJ 5DFH DQG (WKQLFLW\ 'DWD LQ &OLQLF

7KH 6RFLHW\ DSSUHFLDWHYV )'$+V FODULILBSRWLRQ A0 WHRH I X
ELRORJLFDO R QUH SSRUGNV MXD WI VWDFIH DQG RU HWKQLFLW\ FRX
FXOWXUDO WUHQG$JMEKFH 6\RE VAWDWH MWK KVEBXUSRVH Rl FROOH
WKH JXLGDQFH VR WKDW VSRQVRUV KDYH D EURDGHU XQGHU\
RI GLIIHUHQW UDFHV DQG HWKQLFLWLHNVRLW ULPE®RW \I R G WP DWRL



$6+ DSSUHFLDWHVY WKH RSSRUWXQLW\ WR SURYLGH WKHVH FRPP
3OHDVH FRQVLGHU $6+ D UHVRXUFH ZH ZRXOG EH SOHDVHG WR ¢
PHHWLQJ WR GLVRRXWRKHWKHVHRXWOXYH DR\ TXHVWLRQV RU ZRXOG (



