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Address: 2500 NW. 7oth Avenus,
Suite 200, Miami, FL ax 2z

Date Revoked: August 26, 2000,

H-:tvlamn- Falbed to malntain a valid
[ TR

Sandra L. Kussymodo,

Dérector, Bureow of Cartiffcation azd
Licenaing.

[P, Dhesc, 200002006 70 Pl 0 | =0 Bl ]
BRLLMG CODE §7009-p

FEDERAL MARITIME COMMISSION

Resclsslon of Dider of Revocation

Hotioe is hereby givan that the Crdar
revoking the license is being
mﬂc:i.ud.adh the Federal Maritime

Commission pursuant to sedion 19 of
the Shlpm Actof 1964 (46 LLSC
Chapter and tha regulations of the
Commission pertaining o the licensing
of Ocean Transportation [ntemmediaries.
46 CFR Part 515.

License Number: ﬂl}de

Name: VIP 1'n$pﬂrt
Address: 2703 Wardlow Road,
Caorona, CA 81720,

Order Published: FR: o/ 1/2010
Volume 75, Ho. 169, Pg, 53697
Sandra L. Kusymodo,

Dérectar, Ruresw of Cartificotios asd
Liconaing

(PR Dioc, Z070-29 7% Filed 511 <10 845 am|
BLLMG COCE 6790010

FEDERAL MARITIME COMMISSION

Ocsan Transportation Intermediary

License Applicants
Hiotice is hereby given that the

following applicants have filed with the

Federal time Commission an

Heation for a Nosnas as a Mon-

e Commaon Carmer
(NVO) and/or Ocean Freight Forwarder
[OFF)—Ocean Transportation
[|'|Iar|:nsd1 K_'l'['n rEUant 1o section
1% of the Shl ni 1984 as
arnendad (46 400 and 44
CFR 515]. Hl:lﬂceil IILIIJ reby given of
the :I'l]lr%na lications to amend an

censa of the Cualifying

[mi1 O for a licenss.

Interested persons comtaa the
Office of Transportation Intermediarios,
Fedoral Maritime Commission.
Washington, DC 20573,

Allright Shipping. Inc. (NVD & OFF).
lab&EIEm River Avenue, Brom, MY
1047 2. Cfficer: Denzil Barker.

Provil chesrt, Foaalifying Inchividual],

prldenlimﬁpa Hew NWO & OFF

CaEe,

‘Cambria Global Logistics, LLC [OFFL

12140 Cuilting Lana, Boca Raton, FL

33428, Offfcers: Panm Vinanen,

Hn\lnd.ng Membsr, (Quali
w dM]g\«lEm:.arHA ‘u‘lurl.:jndl;-‘:;

Hory
Now OFF Rt

Li ceness.

Clory Express [nc. (NVOL 10825
Hami lion Avenue, Torrance, CA
ansod. Officer: linYoung Bas,
Presi dant Sacretary /CFO, (Qualifyi
Individual). Applcation Trp-r

Ktklhp'ean. LLC dba K2 Logistics
MV & OFF). 2980 Commers Dirive,
#100, Eagan, MN 55121, Officars:
Wanda L, Dessent, Vics Pregidemnt-
Intermati onal-Howston, (Cuali %
Individual). Chestiaan Walhol f
President/CFO. Application Type: QI

Ovatm Cargo, Tac. NV

" NVO & OFF) o614
Ponidwood Boea Raton, FL
%‘:m ﬂfffcmmygn K.A Rom)
Al LIV LT
AL ey
Individual). Applcation Type: New
NV & OFF License.

Smi le Cha dba SMH CGlobal Trans
[NV, Boas York Circle, La .
CA aonza, Officer: Smile Cha, Sole
Propristor, [lell‘l'im. Inclividuall.
Hﬂcnﬂm'ﬁ]ﬂ NV License,

and Logistics, Inc.
[NV, a6 Wast 32nd Street, Suite
1306H, Now York. NY 10001, Officer:
Harry Taurani . President/Secretary/
Treasurer/CFO, (Qualifying
Individual). Applcation Type: Mew
NV Licanse. -

World Class Solutions LLC (NVO &
OFF), aad) NW Tath Avenue, Suite
230, Daral, FL 33186 .
omgelina G. Mﬂﬁﬁlla. roaident,
(Cualifying Individual). Application
Twpe: Hew NVO & OFF License.

Dated: Septamber 17, 2010,

Karen V. Grogary.

Seceetary,

[FR Doc. 201023676 Fiked 9-21-10; 845 am]

BILLNG CODE 6710-01-8

DEPARTMENT DF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Dwcscicet Mo, FDA—201 0-M-0455]
lmm Collection

Pm:hdhruﬂm

AGEMCY: Food and Drug Administration.
HHS.
ACTION: Notice,

SUMMARY: The Food and
Administration (FDA) is anmouncing an
oppomunity for public comment an the
Fl‘upu“d collection of cenain
niormation by the agency. Under the
Paperwork Reduction Act of 1905 (the
). Faderal €8 are md to
publish notics in the Federal
oonceming each prn?mai mlla::tlnn of
information and toallow mdlyn Iur

public comment in m;pmm
notice. This notice solicits mnmeu:lta on

the Expenmental 5 : Effect of
Promotional Offers in -

Consumer Prescription Dvug Print
Achyertisements on Consumers Procuct
P . This st Is designad to
investigate lhaimpa.ct of the presence of
co nl’hm? purchass m%m:zim
such as fres-trial offers, discounts, and
momy-back ;ulmtm Of CONSUMErs”
]ua product risks and
nafits indm mm[ﬂ'ﬁ'ﬂ]
rint ads.® Maotice of proposed
Pm.fmm mlbacﬂ.ogl for this
was previously published in the Federal
Register of December 18, 2008 (73 FR
Toad). This notios (8 being repubillshed
s to signd flcant revisions in the
burden and study design.
DATES: Submit either electronic or
written comments on the collection of
information by November 22, 2010,
ADDAESSES: Submit slectronic
comments on the collection of
information to hﬁp S
W 5,80V, Submit written
cormments on the collection of
information to the Division of Dockats
Managemnt (HFA-105), Foosd and Drug
Administration, 5630 Fishers Lana, Rm.
1061, Rockyille, MD zoasz. All
comments should be idemtified with the
dockest number found in brackets in the
heading of this document.
FOR FURTHER INFORMATION CONTAGT:
Elizabeth Berbakos, Offics of
Information . Fooed and
Administration, 1350 Piccard Dr.,
Pls0-4008, Rockvills, MD 20850, a01-

To=-1T7G2,

Elizabeth Berba koslida ks gov.
SUPPLEMENTARY INFORMATION: Under the
PRA (44 LLS.C. 2501-35200. Federal
agencies must obtain approval from the

ject

"V Whils s Fedoral Food. Dvug ssd Cosmatic
(iha mm:mdu FiA winh uhﬁg

52 of 'H:.lrEI’:Mdlnm‘lpmﬂil

FDOA with ths ing of
jprasc Thus, 1-'I:I.hls interested
mﬁ :Ifa:rgI of the noe of

'r-mml cffurs in DPC advestisements

n:umm‘ jprcapiien ol peedect rsks anid

Eanufit, and mpl.ul that it doss mot actual

it labs the della or other incentive smount

coupons, incemntives, or rebae offurs with
Taspect b affart tha prics of prescription
drigs or products.
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Office of Management and Budget
[OME] for each collection of
information they conduct or sponsar.
“Collection of information™ is defined in
44 U.8.C. 3502(2) and 5 CFR 1320.3(c)
and includes agency requests or
requirements that members of the public
submit reports, keep records, or provide
information to a third party. Section
3506(c)(2){A) of the PRA (44 U.S.C.
A506(c)(2)(A)) requires Federal agencies
to provide a 60-day notice in the
Federal Register concerning each
proposed collection of information
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on these topics: (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
collaction 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.

Experimental Study: Effect of
Promotional Offers in Direct-to-
Consumer (DTC) Prescription Drug
Print Advertisements on Consumer
Product Perceptions—New

Regulatory Background—Section
1701(a)(4) of the Public Health Service
Act (42 U.5.C. 300ufa)(4)) authorizes
FDA to conduct research relating to
health information. Section 903(d)(2)(C)
of the FD&C Act (21 U.5.C. 393(d)(2)(C])
authorizes FDA to conduct research
relating to drugs and other FDA
regulated products in carrying out the
provisions of the FD&C Act.

FDA regulations require that an
advertizement that makes claims about
a prescription drug include a “fair
balance” of information about the
benefits and risks of the advertised
product, in terms of both content and
presentation (21 CFR 202.1(e)(5)(ii]). In
part, “[a]n advertisement for a
prescription drug is false, lacking in fair
balance, or otherwise misleading* * *
ifit [clontains a representation or
suggestion, not approved or permitted
for use in the labeling. that a drug is
better, more effective, useful in a

broader range of conditions or

patients® * *safer, has fewer, or less
incidence of, or less serious side affects
or contraindications than has been
demonstrated by substantial evidence or
substantial clinical

experience® * *whether or not such
representations are made by comparison
with other drugs or treatments, and
whether or not such a representation or
suggestion is made directly” (21 CFR
202.1(e)(6)(i]). Further, the regulations
state that an advertisement may be
misleading if it “[u]ses headline,
subheadline, or pictorial or other
graphic matter in a way that is
misleading” (21 CFR 202.1[e)(6])[xviii]].

Advertisements that draw attention to
the name of the product but do not
make representations about the
product’s indication(s) or dosage
recommendations are called reminder
advertisernents. As a general matter,
reminder ads may mention the
proprietary and established name of the
product and (optionally) contain
information about the product’s
ingredients, dosage form, quantity,
price, and manufacturer (21 CFR
202.1(e)(2)(i]). Other written, printed, or
graphic information is not prohibited in
reminder ads as long as that information
does not make a representation or
suggestion relating to the product
beyond those permitted.

Rationale. A topic of ongoing interest
for consumer product manufacturers
and retailers is the use of consumer-
oriented sales promotions such as free
trial offers, discounts, money-back
guarantees, rebates, and sweepstakes.
Coupon promotions are widely used in
many product categories, including
prescription drugs.

Prior research has demonstrated that
the type of promotion offered can affect
how consumers respond to the
promotion.? For example, a price
incentive may not only act as an
sconomic incentive to buy the product.
but may also artificially enhance
consumers’ perceptions of the product’s
quality.® In cases where consumers can

= See for example, deGroot, LM., G. Antonides, D

Read, et al., “The Effects of Direct Experience on
Consurmer Product Evaluation,” foumnal of Socio-
Economics, 38(3), 508-519, 2009; DalVecchio, .,
D.H. Hemard, and T.H. Fraling, “The Effect of Sales
Fromotion on Post-Fromotion Brand Preference: A
Mata-Analysis." Jeumal of Retailing, #2(3), 205—
213, 2006; Mico, C.C. and T.G. Chowdhury, “The
Effect of Message's Regulatory Focus and Product
Type on Persuasion,” ?oumcn’ af Marketing Theory
and Practice, 18(2], 181-190, 2010,

?LeClere, F. and |.D.C. Little, “Can Advertising
COE‘T Make FEI Coupons More Effective?,” Joumal
of Marketing Ressarch, 34(4). 473-484, 1047,

4Waolk, A. and C. Ebling, “Multi-Channel Price
Differentiation: An Empirical Investigation of
Existence and Causes,” International Joumal of
Besearch in Marketing, 27(2), 142-150, 2010,

readily test the performance of the
products (termed “experience” goods4),
this misperception is quickly correctad
through the consumer’s use of the
product. However, because prescription
drugs are both more complex and riskier
than simpler experience products,
misperceptions before product use are a
S6r10US CONCern.

Price incentives may mislead
consumers because consumers may use
the incentives as cues about product
quality. For example, if length of
warranty is strongly believed to be a
good predictor of quality, then
cOonsumers may perceive a product as
higher quality when a long warranty is
present than when one is not present.®
Thus, price incentives may have the
potential to act as an “inference rule” (or
heuristic®) and, when present, they may
preempt consumers from thinking
carefully about the product information
contained in the advertisement (i.e.,
fully elaborating on the information).
This could result in either favorable or
unfavorable beliefs about the product.”
Ifthe promotional offer is used as a
mental heuristic in such a way as to
result in a misleading impression of the
product, however, this raises concerns.

It may be possible to encourage more
thorough processing of information and
reduce reliance on heuristics through
the inclusion of additional information
designed to qualify and be processed at
the same time as the claim in question.
For example, disclosures (statements
that qualify, limit, or explain a
particular claim) are intended to be an
information remedy to combat potential
deception.® Research is mixed on the

®Johar, G.V. and C.J. Simmans, “The Use of

Concurrant Disclosures to Cormrect Invalid
Infarences,” Journal of Consumer Research, 26(4),
J07, 2000,

6 Chaiken, 5., A. Liberman, and A. Eagly,
“Hauristic and Systematic Proocsssing Within and
Beyond the Persuasion Context,” 1984; In .2,
Ulernan and J.A. Bargh (Edz.), Unintendad Thought
[chaptiar '?.Rp. 212-252), Guilford Press: Mew York:
Bettman [.E., M.F. Luce, and L.W. Payne,
“Constructive Consumear Choics Processes,” fournal
of Consumer Besearch, 25(3), 167-217, 1998,

T Alba, [.W. and H. Marmorstein, “The Effects of
Frequency Knowledge on Consumer Decision
Making.” fournal of Consumer Research, 14(1), 14—
25, 1987, Inman, [.]., L. MecAlistar, and W.ID. Hoyer,
“Promoticn Signal: Procy for a Price Cut?)” fowmal
of Consumer Besearch, 17(1), 7451, 1990,

BFTC (Fedaral Trade Commizsion) [1883).
Faderal Trade Commission policy statement on
deca]?tion. appended to Cliffdale Associates, Ine.,
103 F.T.C. 110/ 1984), Available at hitp://
wiww.fic.gow/bep/policysi mt faod-decept iitm, Last
accaaéredsSapnarﬁbPar&.j:D 10; Hoy, Mgand M0,
Lwin, “An International Perspective of Online
Disclosure Information: A Comparison of Bannar
Ad Disclosures from United States, United
Kingdom and Singapore Websitas,” Joumal of
Consumer Policy, 31, 327-347, Z00E,

A See, for example, France, K.E. and P.F. Bona,
“Policy Makers® Paradigms and Evidence From

Continuad
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affectiveness of disclosures, particularly
those that take the form of a disclaimer.®
However, there may be other ways to
add information that is effective in
changing processing. One possibility is
including specific information about a
prescription drug product’s efficacy
from labeling. This information may act
ag a signal with regard to the quality of
the information (good or bad). By
axtension, this signal may affect the use
of processing heuristics, Depending on
the type of signal and the extent to
which consumers process the signal,
full elaboration of the product
information may be enhanced (as use of
heuristice decreasas).

Consumers vary in their reactions to
promotions such as coupons and
rasearchers and economists have
proposed a number of explanations for
why some consumers are sensitive to
these tactics. Two such traits are “price
consciousness” and “belief in the price-
quality relationship.” Price
consciousness is defined as the degree
to which the consumer focuses
exclusively on paying low prices. Belief
in the price-quality relationship is
defined as the degree to which one
beliaves a higher price indicates
superior quality.t® A broader trait of
“value consciousness” has also been
uged. This trait involves assumptions
about the construct of perceived value
and its relationship (a ratio) with the

constructs of perceived quality and
perceived price.

While promotions have been
extensively studied in the context of
package goods, information on their
effects in DTC prescription drug ads is
limited. One relevant study!! found that
a free-trial offer in a DTC ad for a high
cholesterol drug resulted in more
favorable perceptions of the product and
the ad (both rated as good/bad,
favorable/unfavorable, and pleasant/
unpleasant), perceptions of the product
and greater intentions to ask about the
product. No differences were found in
terms of perceived product risk
However, the study did not measure
perceptions of product risk and benefit
separately, or comprehension of risk
and benefit information. Additionally,
no attempt was made to control for
factors that may predispose individuals
toward coupon use nor was the study
conducted with the target population
(high cholesterol sufferers). The current
study will expand on this initial study
by investigating a variety of promotional
offers, recruiting a wider range of the
target andience from malls and online,
measuring traits that may predispose
individuals to be susceptible to coupon
influence, and by exploring the effects
of disclosures on the processing of
product information.

The current study will examine what
affoct, if any, the presence of

promotional offers in DTC prescription
drug ads have on the following: (1)
Consumers’ perceptions of product risks
and benefits, (2) comprehension of
product risks and benefits, and (3)
strongly held beliefs that may act as
potential moderators. The study will
alzo explore ways in which additional
contextual information can be used to
enhance processing of the product
information in the advertisement.*®

Design Overview

This study will examine type of
promaotional offer (for example, free trial
offer; money off cost: money back
guarantee; buy one, get one free; and no
offer] in three types of drug
advertisements (prescription drug
reminder ad, prescription drug full
product ad, and over-the-counter (OTC)
drug ad??) in a medium prevalence
medical condition (defined as 10
percent prevalence in the adult [L5,
population]. The study will be
administered in two modes, online and
mall-intercept, in order to assess the
affects of mode on study results. The
following table illustrates the design;
the specific promaotional offers
examined will be determined through
pretesting. This study is experimental in
method: participants will be randomly
assigned to condition.

Main Study Design

Type of Adverisemant
Prormctional Full Product Rarnincar oTC
Offer

{axamplas)
Frae trial offar Cnling Mall Cnline Mall Onling Mall
Buy one, get

ona frae COnling Mall Onling Mall Onlina Mall
Maoney off cost Cnling Mall Cnline Mall Onling Mall
Money back

guarantass Onling Mall Onling Mall Onlina Mall
Control: Mo offar COnling Mall Onling Mall Onlina Mall

We also propose to conduct a
supplementary exploratory study to
examine the influence of additional
information as a form of context. The

Consumer Interpretations -:-E]:Iiatu:.r Supplement
Labels,” Journal of Consumer Affairs, 39(1), 27-51,
2005; Mason, hL], DL, Scammeon, and X. Fang,
“Thia Irnpact of Warnings, Disclaimers and Product
Exparience on Consumers’ Perceptions of Distary
Supplements,” fournal of Consumer Affairs, 41(1)
74949, 2007,

8 Garretson, [.A. and 5. Burton, “Highly Cnupu:-:n
and Sale Prone Consumers: Benefits Bayond Price

supplementary study will examine the
effect of some forms of qualifying
context in a full product prescription
drug ad. This supplementary study will

Savings," Journal of Advertising Research, 43, 162—
172, 2003,

11 Bhutada, M.5., CL Cook, and M. Perri,
“Consumer Responses to Cupons in Direct-to-
Consumer Advertising of Prescription Drugs.,”
Health Marketing Quarterly, 26, 333-346, 2008,

12 Bacause FDA does not have the authority to
ragulate pcr&s-::ri]:-t']-:-n drug pricing we will not
axamine prescription drug prices.

examine type of context (for example,
additional information about product
risks, additional information about
product benefits, additional information

12 Prascription drug full produst ad vertisements
contain infommation about both benefits and risks,
whereas prescription drug reminder advertisarments
do not contain this information. OTC drug
adwvartisemenis contain benefit information but not
risk information. thus making it a good choice for
an exparimental comparison.
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about both risks and benefits, and no
additional information) in three
different promotional offers (money
back guarantee and two others) ina
medium prevalence medical condition

(defined previously). This supplemental

study will be conducted online. One
type of offer examined will be money

back guarantee; we will choose the other

two types of promotional offers based
on the results of the main study. The
exact wording of the qualifying context

to be examined will be determined
through pretesting. This study is
experimental in method: Participants
will be randomly assigned to condition.

Supplementary Study Design

Type of Offer
Typa of Context Monay Back Offar 2 Offar 3
{examplas) Guarantee To be detemnined | To be determined

Additional information about sk

Additional information about efficacy

Additional information about efficacy and risk

Control: Mo Cortext

Interviews are expected to last no

more than 20 minutes. A total of 10,000

participants will be involved in the

pretesting and two phases of the study.
This will be a one time (rather than
annual] collection of information.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN

21 CFR Saction Respondents | | bor Respencs | |  Responses | Respones | Tl Hours
Pretests 1,000 1 1,000 a3 230
Main study: onlina 3,750 1 4,750 A3 1,238
Main study: mall intercept 2,280 1 2,250 A3 743
Supplamentary study 3,000 1 2,000 A3 aagn
Total 10,000 3,201

1There are no capital costs or operating and maintenance costs associated with this collection of information.

Dated: September 16, 2010.
Leslie Kux,
Acting Assistant Commissioner for Palicy.
[FR Doc. zo010-23632 Filed 8-21-10; 8:45 am|
BILLING CODE 4160-01-5

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket Mo, FDA-2010-N-0447]

Agency Information Collection
Activities; Proposed Collection:
Comment Request; Medical Devices
Third-Party Review Under the Food
and Drug Administration
Modernization Act

AGEMCY: Food and Drug Administration,
HHS.

ACTION: Motice.

SUMMARY: The Food and Drug
Administration (FDA] is announcing an
apportunity for public comment on the
proposed collection of certain

information by the agency. Under the
Paperwork Reduction Act of 1995 (the
PRA], Federal agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information, including each proposed
extension of an existing collection of
information, and to allow 60 days for
public comment in response to the
notice. This notice solicits comments on
information collection requirements for
the information collection in “Medical
Devices Third-Party Review under the
Food and Drug Administration
Modernization Act of 1997."

DATES: Submit either electronic or
written comments on the collection of
information by Movember 22, 2010.

ADDRESSES: Submit electronic
comments on the collection of
information to htfp://
www.regulations.gov. Submit written
comments on the collection of
information to the Division of Dockets
Management (HF A-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, All

comments should be identified with the
docket number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT:
Daniel Gittleson, Office of Information
Management, Food and Drug
Administration, 1350 Piccard Dr.,
Rockville, MD 20850, 301-796-5156,
Daniel Gittleson@fda.hhs.gov.

SUPPLEMENTARY INFORMATICON: Under the
PRA (44 U.5.C. 3501-3520), Federal
agencies must obtain approval from the
Office of Management and Budget
[OMRE] for each collection of
information they conduct or sponsor.
“Collection of information” iz defined in
44 T.5.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
information to a third party. Section
A506(c)(2)(A) of the PRA (44 U.5.C.
A506(cH2)[ A)) requires Federal agencies
to provide a 60—day notice in the
Federal Register concerning each
proposed collection of information,
including each proposed extension of an







