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‘Management and Budget Rewew Comment Requeet j vey of Health Care

Practltloners Regardmg Therr Preferences for Public Heaith Netmcatrons

AGENCY: Food and Dru_g Admrmstra‘tron.,;HHS; |

ACTION: Notice.

~ SUMMARY: The Food and Drug Admmlstré:ﬁdn(F DA)IS announc lng that a
proposed collectlon of mformatlon has‘ been{ suﬁbmiﬁedﬁ tothe fflce of
Managemont and Budget (OMB) for x review and clearance under the Paperwork
Reductlon Act of 1995 & ‘ Sl ,
DATES: Fax wrltten comments on the eollectlon of mformatlon by [msert date

30 days after date of pub]zcatmn m the F ederal Reglster]

ADDRESSES OMB is still expemencmg mgmfleant delays m the regular maﬂ

| including first class and express merl and messenger dehverres are not bemg
accepted. To ensure that comments on the mformatlen colle fen are recelved

| OMB recommends that written Comments be faxed to the folcefof In:formetmn

~and Regulatory Affalrs OMB Attn Fumie'Yokota,‘DeSk 0 r;’fer FDA, FAX:

202-395 6974.

FOR FURTHER INFORMATION CONTACT De]nver Pree}ey, Ofﬁce ef Management ‘
Programs (HFA-ZSO] Food and Drug Adm:mstratlon 5600 Fishers Lane,

Rockvﬂle MD 20857, 301 827-1472
oc0669 . : i

e




SUPPLEMENTARY INFORMATION In ccmphance thh 44 U.s. C 3507 FDA has
submitted the followmg proposed col]ectzon of mformatlon to OMB for review

and clearance.

Survey of Health Care Practltmners RegardmgTheerreferencee for Public
Health Notlficatmns (PHNS) S R

The PHN is one of the tools the the Center for Dev1 r}i‘ﬂdyRediio]ogiCal

Health (CDRH) uses to get an 1mportant message to the us f‘eemmunity about |

rlsks assoc1ated w1th the use of medicja’lsfd‘evic{es. Thlspart Iar tool is meant
to serve a specxhc purpose not served by the other commumcatmn tools at

our dlsposal——to be a source of mformatzon for health care practltloners

1mmed1ately recognizable as a statement ,from FDA about a dev1ce msk thh
mformatmn on how to avmd or mmgate the rlsk The purpese of thls pro;ect
is to evaluate the current DOtlflC&tIOn format and dlstrlbution process for
CDRH W1th the goal of determmmg What is necessary to ass‘-' T+ e that the

notlflcatlons reech and are acted upon by, the target euch 5'The center

needs to know that it is usmg the most effectlve approach to formattmg and
to dxssemmatmg PHN to assure that they are recelved recogmzed

understood and acted upon qumkl;_"";:;end effectlvely by medical practltmners

and institutions. Cons‘lderatlons :lncilude but are not hmlted to, de31gn

terminology, nomenclature dlstrlbutlon utxhty of standardxzanon relatlonshlp

w1th other medlcal product notlflcatlons (e 8- recalls) use. ) roni

transmlssmn and use of plam Ianguage

The mtent of thls pro;ect 1<; to determme the preferences ef the heaIth care

commumty for learning from F DA about neks assomated Wlth medxca] devzces

' imst the approach 1dent1fxed by the

research to be ““preferred” Vwith the1 nt o;»1mprovmg our format and process |




3 ,
CDRH W1H conduct a survey ofa sample of hea}th care provders who
receive a new PHN from F DA MOS%t recently, F DA has been umng mtermedlary

organizations, such as professmnal assomatlcms to help us dzstrlbute

notifications to the approprlate target audlences and we are assummg that any
new PHN wﬂI be dlssemlnated m thls way, usmg the appr“ mate assomatlon

to distribute the PHN to their members GeneraHy, the P“

dlnstriibu,ted to
the target aud;ence electromcally, either as a hnk embedde i za‘?news aruc]e
or sent dlrectly via e-mail from elthar the pmfessmnal assa_ ;atlox‘i or FDA using
the e-mail listing provxded by the professmnai assocmtlcn As part of the

notification, we will pr0V1de a hnk to a Wet

collect information related to th\_ehecllth care prov1ders preferences for learnmg

about risks associétcd with medical dev1ces

The informaﬁ'o'n’ rcolle(:ted in thv» survey w111 help denhfy the most
effectlve format(s) and dlstrlbutmn m RE
| In the F ederal Register of ]emuar1 /9, ; 1428
| a 60-day notice requestingpublic ccmment on the mformatlcn calle( tlon
, prov151onc. No commen.ts ‘were recé‘i’ved{. <

 TABLE 1.—EsTik ATED ANNUAL REPom ING BURDEN’ S

Annual Frequency “Total Annual - |- Hours per R
Activity per Response o Responses ~ Response " - Total Hours
Survey of health care providers in»i'erevant Speciatty Aot . 300 o o Eelee o 300 e o 1666 50
Survey of heaith cyayre providers iﬁ andther rélévant épe- N g G SEER R ‘ & EE RN S ]
cialty - ; : : e SB00 A L8000 e T iypE ‘ 50
E, - - i - : - - on

*There are no capital costs or operating and maintenance costs assoc ated with this colisction of information




Public reportxng burden for thls col}ectlon of mfcrmatmn is estlmated to

average 10 minutes per response, mcludmg the tlmz - :or' revxewmg mstructmns

and completmg the questlonnal e L

Dated: f)'? 2O
March/22;12006

Jeffrey Shuren,, S .
Assistant Commissioner for Policy;f‘

[FR Doc. 0677777 Fﬂed P7-77-06; 8; 45 dm}[f’f
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