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Agency Emergency Processing Request Under OMB Review; Attitudinal and

Behavorial  Efffects  of Direct-To-Consumer Advertising of Prescription Drugs

AGENCY: Food and Dr~lg  Administration, HHS.

ACTION: Notice.

SUMMARY: The Food and Drug Administration ( FDA J is announcing that a proposed collection

of information has been suhmi[[ed  to the Office  of Management and Budget (O MB) for emergency

processing under  the Papcr\vork  Reduction Act of 1995 (the PRA). This notice solicits comments

(JII a ~ur~cj  of [hc pllhlic t{) examine thr impact of direct-tc~-cot~stln~er  (DTC)  ad~rertising.

-. ADDRESSES: Submit uritten  comments on the collection of information to the Office of Information
*

and Regu]atoi”y  ,Affairs. OMB, New Executi\e  Office  Bldg., 725 17th St. NW’., rm. 10235.

Washington. DC 20503. Attn: Desk Officer for FDA. ,411 comments should  be identified with

the docket  number found in brackets in the heading of this document.

FOR FURTHER INFORMATION CONTACT: Karen L, Nelson, Office of Information Resources

Management (HFA–250),  Food and Drug Administration, 5600 Fishers Lane, rm, 16B–26,

Rockvil]e,  MD 20857, 301-827–1482.

SUPPLEMENTARY INFORMATION: Under the PRA (44 U.S.C.  350 1–3520), Federal agencies must

obtain approval from the OMB for each collection of information they conduct or sponsor.

L bcol]ection  of information” is defined in 44 U.S.C.  3502(3) and 5 CFR 1320.3(c) and includes

agency  requests or requirements that members of the public submit reports, keep records, or provide
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({jret” date (?/’/]L~li((ttiorzrz  in the Federal Register). because this information is essential to the

agency’s  mission. The agency  cannot  reasonably complj’ ~~”ith [he pro~’isions  of the PRA because

the usc of normal clearance procedures tvould pre~ent  [his collection of information from being

cfirried  out In a timely manner. FDA needs information about consumers’ reactions to and behaviors

that stem from DTC prescription drug advertising in order to develop policy on appropriate

requirements for disclosure of risk and efficacy information about the drugs. In August  1997. when

the agency issued its draft guidance on consumer-directed broadcast adtrertiscments,  FDA

announced its intention [o e~’aluate  the effects of the guidance and of DTC promotion in general

within 2 years of finalizing the guidance, FDA is currently in the process of finalizing this guidance.

In addition. the amount of prescription drtlg DTC advertising is growing  so quickly that rapid

assessment O( the pub]ic is required in order  to assess  public response before  such adtrertising

increases further. The information to be collected on consumer exposure and response to

prescription drug DTC ad~ertising  is needed: ( 1 ) As o baseline measurement against which  the

effects of the final guidance will be etaluated  and (2) as a timely  and immediate assessment of

&

+ consumers” initial response to the already high and rapidly increasing le~el of prescription drug

DTC xlvertising.

With respect to [he following collection of information, FD,4 invites comments on: ( 1 )

Whether the proposed collection of information is necessary for the proper performance of FDA’s

functions, including whether the information will have practical utility; (2) the accuracy of FDA’s

estimate of the burden of the proposed collection of information, including the validity of the

methodology and assumptions used; (3) ways to enhance the quality, utility, and clarity of the

information to be collected; and (4) ways to minimize the burden of the collection of information

on respondents, including through the use of automated collection techniques, when appropriate,

and other forms of information technology.



:prcscr]ptlon  C] I”LI: [hcj’ ma) hat c rccci~’cd  and  prcwription  drugs in gencr~l. and their alt i tudes

and hcha~i~~r  in rcla[it)n  IL) DTC adlcrti~ing,  incl Llding anj \i\its to a health professional. In a

ftJlloL\LIp  mail \LIncy, rcipondcnts  will be sent a qLmstionnaire  ~$ith a variety of print DTC xl>.

They will be asked to rate their  familiarity with the ad~ertisenlents,  The information from this

data collection is needed  to help FDA make policy  decisions aboLlt  disclosure requirements for

promoting prescription drugs  DTC.



TABLE 1.—ESTIMATED ANNUAL REPORTING BLJRDEN:

Annual
No. of Respondents

L=J ‘;:;:;::’ ~ ‘::;:;; ‘ -  ‘Ota[HO”’s
11,000 (screener) 1 11,000
1,000  (survey)

~

017
1

1833
1,000

1,000 (mail followup)
317

1
3170

Total Burden
1,000 .167 1670

6 6 7 3

lThere  are no capital costs or operating and maintenance costs associated with this collection of lnformat[on.
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William K. Hubbard
Associate Commissioner for Policy  Coordination
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