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= Acetaminophen i§ s_afe for self-care when used as directed, but has a = N=110 include_d in final an_alysis_: 120_pa_rticipants recruited, 10 were Figure 4. Current (A) and Revised (B) Cap Statement for Side-by-Side Comparison

narrow therapeutic index. excluded for failure to meet inclusion criteria and early drop out.
= Acetaminophen-related overdose is currently the number one cause of = Baseline demographics: Well-balanced between participants randomized A B

acute liver failure, and is a leading cause of liver transplant in the United to view the current label first versus the revised label first (p>0.05). CONTAINS OVERDOSE

States.2:3 . . ACETANINOPHEN LIVER DAMAGE

' « Age 236 years (71% vs. 55%) « Past use of multiple OTC analgesics ALWAYS READ
] ] . . ALWAYS READ
= Appropriate labeling of the over-the-counter (OTC) Drug Facts Labels for ;im:\'/ee((fg;/&;’rfafgﬁé Lcation (91% vs. 819%) S‘S‘;ei:;”[‘é%%fhvesn %%/0/; ‘i’sl-JSf(:fe];] 80, THE LABEL THE LABEL
« g . . . o VS. 0 o VS. ol, 0 e it
nonprescription acetaminophen has been a primary focus of the FDA for . Caucasian (85% vs, 80%) vs. 89%]) - W

over 46 years.*

Figure 2. Current (A) and Revised (B) OTC Label for Side-by-Side Comparisons
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= Compare consumer preferences for, and comprehension of, the current Side-by-side Comparison et et .
1 - - Uses U . . § :
OTC Drug Facts format versus a revised format for nonprescription T o Figure 5. Overall Increased Likelihood of Reading the Label and Preference
acetaminophen labeling, using previously published methodology. L oot ot S
m temporarily reduces fever = temporarily reduces fever
. i ing: This product contains acetaminophen. The Il.lyvz'r":ilgrg: e warning: The maximum daily dose o
= Compare consumer preferences for a revised cap statement versus the P o o s i s R e e A 39
. m more ha'n 4,000mg in 24 hours | O\éﬁrsorflg ocgﬁse ;nevgr;nil\?; oa;%e efn'm henin24 0
currently marketed cap statement on brand Tylenol (acetaminophen).
this product signs or symptoms. (v
0 not use with any other drug containing 'Sourigdm:gg?sloinenﬁpofs c;n:ic?I.1Get mggéc%ggp or Overa" preference p<0001
Ask a doctor before use if you have liver disease. :gomensigge sweating :I;leoﬁ:;%?t':; eyes or skin 83% *
Ask a doctor or pharmacist before use if you are
L T oo i
- - - . . op use and ask a doctor m with any other drug containing acetaminophen.
= Study design: Prospective label comprehension study using design and i Cot v rguimictioon sy
. . . . . m new symptoms occur are not sure, askgphgnnacist ordoclor: o
implementation from prior published studies.®> Study approved by the UCSF 49

Ask a doctor before use if you have liver disease. ’

Committee on Human Research.

I d likelihood of reading label % 0.001
Drug Facts (continued) Drug Facts (continued) ncreasea likelinood ot reading labe p<0.
= Revised label: Development informed by an extensive literature review, Panel 2 i i g°°*"" 2%
expert opinion from liver transplant and Poison Control pharmacists, and Side-by-side Comparison e oy o S L T 85%*
Center (1-800-222-1222) right away. Quick medical m redness or swelling is present
focus groups. o okl oy s o F prognant o troasfeaing.ask  heah professel
Directions E(ifg;eoltsfbf reach of children. . . ' '
» Revised cap statement: Developed using information already contained e T —— - Uncertain - BBoth ™ Contains acetaminophen  HOverdose may cause liver damage
on the Cu rrent OTC Drug FaCtS Iabel. EEGE%EEZ%:‘:’)‘Z{;:::ZI:;:j,:::::r:::sbya .Ed‘EEE%Egézz‘;ﬁfaéegé:ﬁ&%ﬂfjgi'n‘?j;s *Percent preferring current vs. revised cap; two-sided, Z-test of proportion, statistically significant p<0.001, adjusted for multiple tests
= Recruitment: Community center in San Francisco in September 2013. e
Tad ' : : : : information acwaminophon and ey dauss e canage.
Participants received a US$5.00 gift card incentive for survey completion. He TR s e I DIS CUSSION, LIMI TATIONS, CONCLUSIONS
= Inclusion criteria: No history of liver damage due to acetaminophen; e st ko, o S e Discussion: To our knowledge, this is the first publicly available post-
between 18 — 90 years of age; able to read English; able to read English in i i ing i i
6 . . y . . g , . g . , . g . Note: Labels were controlled for length, size, and font to ensure these elements would not confound results. Information on the Drug Facts marketlng StUdy on the ||Ver Warnlng In the acetamanphen OTC Drug
'pOInt Helvetlca Wlth or WIthOUt COrreCtlve IenseS, Consent tO part|C|pate N label was separated into two panels (sides) of the box carton, as they appear on the actual carton. Both labels fit into the existing space FaCtS |abe|_
StUdy. allotted by the generic drug manufacturer for the current OTC Drug Facts label.

Consumers preferred the following key revisions to the current liver
correct intended action after reading scenario (Table 1), usefulness and Group A Group B directions to seek medical help after “severe liver damage,” revised
overall preference (Figure 3); (b) Cap Statement: likelihood to read label Rl Chrer. - [Reifing RETEEE i el Sz el headi J i~ation of inf tion to i ful
and overal preference (Figur,'e 5) . Label, n (%) Label, n (%) Group A Group B difference €adings, and re-organiZation or information to improve useftuiness.

| Very easy/easy to find 85% (47) 87% (48)  0.76-0.94 0.78 —0.96 0.82 = Potential Limitations: (a) sample size, although the stl_de demographic
Figure 1: Schematic of Study Procedure : 0 a matches a large segment of the U.S. consumer population; (b)
Very easy/easy to understand 9% (49) 87% (48)  081-097 0r8-096 08 investigators not blind to randomization although researchers were trained
Survey Part 1 Survey Part 2 Correct Intended Action 76% (42) 91% (50) 0.65-087 083-099  0.032 with a standard script and did not interfere with participants completing the

survey on their own.

AThis parameter includes ratings of the individual labels as very easy or fairly easy on a 5-point Likert scale prior to participants viewing both
labels side-by-side.

a) Two-sided, two-sample Z-test of proportions between observed percentages in Group A and Group B. u CO“CIUSionS: Our ﬁndingS indicate the proposed Iabeling reViSiOnS WOUId
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- N Revised Label Alone — . . help improve consumer awareness and action in the event of an overdose.
e andomized for i Label B Figure 3. Overall Usefulness and Preference Ratings for Labels (N=110, both groups) p Imp
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o DISCLOSURES
Part 2: Side-by-side label and cap comparisons: Usefullness for 1st Better Overdose Better Prevention More Information Overall Preference
 Questions on usefulness and preferences (Figure 3 and 5) were answered after the scenario question. Time Use Directions Directions Authors of this presentation have no possible financial or personal relationships with commercial entities that may have a
: : : A - - direct or indirect interest in the subject matter of this presentation. Funding for this study was provided by the Vince Isnardi

* Current and revised labeling was excerpted and presented side-by-side in the survey questionnaire. * Two-sided, two-sample, Z-test of proportion between percent who selected revised label vs. percent who selected current label; Gﬁaﬁt (p)):(l)r\]/idwedcbly the UCSE SChOg)l of Pharmay,. P J y P y

statistically significant p<0.001, adjusted for multiple tests



