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GoodGood decisionsdecisions

FactsFacts ValuesValues

What do people need to make What do people need to make 
good decisions?good decisions?



In the past, people were not the intended In the past, people were not the intended 
audience for drug factsaudience for drug facts

""…… [information in drug labels should] appear [information in drug labels should] appear 
only in such medical terms as are only in such medical terms as are not likelynot likely to  to  
be understood by the ordinary individualbe understood by the ordinary individual……""

Federal Food, Drug, and Cosmetic Act, 3 Fed. Reg. 3168 (DecemberFederal Food, Drug, and Cosmetic Act, 3 Fed. Reg. 3168 (December 28, 1938)28, 1938)

Consumers are now the intended audience 

Consumers are now the intended audience 

for lots of drug information
for lots of drug information

19381938



Direct-to-Consumer Ads

Lunesta not only helps more 
people fall asleep fast, it helps 
you sleep all through the night.

Assertion of efficacy Assertion of efficacy -- no datano data



Lancet 2001Lancet 2001

The rule - not the exception 
Efficacy asserted with vague qualitative statement
- only 13% presented data

- when data was presented, typically in exaggerated format  -
relative risk reductions without absolute risks



Brief Summary

No data on efficacyNo data on efficacy
(or side effects)(or side effects)



Medication Guide 

No data on efficacyNo data on efficacy

(or side effects)(or side effects)



Currently Approved Label

No data on efficacyNo data on efficacy
(lots of side effect data)(lots of side effect data)

subjective measures of sleep latency, total sleep time, and WASOsubjective measures of sleep latency, total sleep time, and WASO..
LUNESTA was superior to placebo on LUNESTA was superior to placebo on 



FDA Review Documents

403 pages403 pages

pp. 306. 306



Precedent:  FDA nutrition facts boxHow can we do a better job getting 
the facts to consumers?



Descriptive informationDescriptive information

Simple tabular display Simple tabular display 
of quantitative infoof quantitative infoHow well does the drug work?How well does the drug work?

What is the chance of the outcome What is the chance of the outcome 

if I take or do not take the drug?if I take or do not take the drug?

What side effects does the drug cause?What side effects does the drug cause?

What is the chance of different problems What is the chance of different problems 

if I take or do not take the drug?if I take or do not take the drug?

Benefit dataBenefit data

Side effect dataSide effect data

New drug warningNew drug warning



Drug Facts Box
Progress ReportProgress Report

Four studies testing the box

Implementing the box at the FDA



A story:  The box goes to Washington

Contact usContact us

DDMAC reviewers have responsibility for DDMAC reviewers have responsibility for 
reviewing prescription drug advertising reviewing prescription drug advertising 
and promotional labelingand promotional labeling……

Invited to FDA & met with 20 officials who:
* Liked drug box idea
* Challenged us to show that consumers 

want, value, and understand benefit data



1. Boston Study :  Benefit box
Pre sc ripti o n  D ru g F act s :  PRIDCLO ( pr ic ogr el )

W hat is th is drug fo r? To  red u ce  clo t t ing in or d e r  t o  re d u ce  t he  ch a n ce  o f
h a ving or d ying fr om  a  h ea rt  a t t ack

W ho m ig ht  co ns ide r ta ki ng i t? M e n  a n d  w om en  wi t h h ea rt  o r  vasc ul a r d isea se  (a  s t ro ke
o r  n a rr o we d blo o d v e ssel in th e  leg)

W ho s hou ld no t  ta ke it ? Pe o p le  w ith b le ed ing  p ro b lem s, liver  o r  k idn ey  p ro b lem s

Re co m m e n de d t es t ing N one

Ot he r t hi ngs t o co nsi de r do ing Ea t  a l ow  sa tu ra t ed fa t / lo w  cho lest e ro l d ie t , d on 't
smo ke , ex e rcise  mo re , lo ok in t o  o t he r  m ed ica t ion s

PRIDCLO STUD Y FIN DIN GS

20, 0 0 0 ad u lt s w it h  h ear t or  vas cu lar  d iseas e  we re  g ive n
PRIDCLO o r a spi rin f or  2 year s.   H ere 's w h a t hap pe n ed :

W hat d iffe ren ce did PRIDCLO m ak e?
Pe o pl e  g iven

Aspi rin
(32 5m g a day )

Pe o pl e  g iven
PRIDCLO

(7 5 m g a  da y)

Di d  PRIDCLO he lp ?
Fe w e r people ha d  a  h e ar t  a tt ac k (0 .6% fe w er ) 3.3%

33 in  10 0 0
2.7%

27 in  10 0 0

N o dif fere nc e i n  d yin g  f rom a h ea rt a t ta ck Ab ou t  1.4 % in  b o t h g ro u ps
14 in 1 00 0

N o dif fere nc e i n  d yin g  f rom any t h in g Ab ou t  5.5% i n bo t h g ro up s
55 in 10 00

Di d  PRIDCLO have s ide e ff e ct s?
Life th re at e n ing s ide -e ff e ct s
N o dif fere nc e i n  st ro ke s from bleed in g int o br a in Ab ou t  0.5 %

5in  10 0 0

Fe w e r people ha d  m aj o r s to ma ch bleedi n g  (0 .7% fe w er ) 2.7%
27 in  10 0 0

2.0 %
20  in  10 0 0

Sy m p tom  s id e  e ffe cts
Fe w e r people ha d  a bdo m in al  p a in ( 1.5% fewe r) 7.1%

71 in  10 0 0
5.6%

56 in 1 0 0 0

M ore  pe ople h a d  b ru isin g (1.6 %  m o re) 3.7%
37 in  10 0 0

5.3%
53 in  10 0 0

M ore  pe ople h a d  di arr he a ( 1.1%  m ore ) 3.4 %
34 in  10 0 0

4 .5%
4 5 in  100 0

M ore  pe ople h a d  a r a sh  (0. 7% m or e) 3.5%
35 in  10 0 0

4 .2%
42 in  10 0 0

How lo ng ha s t he drug bee n in use ?
Prid clo  w as ap pro v ed  by  FDA in 1 9 9 7 - Stu dies sh o w t ha t  m os t se riou s side  e ffect s o r re ca lls o f n e w
dru gs ha ppe n du ri n g  t hei r fi rs t 5 ye ar s o f a ppr ova l.

Study Features (n=203)

-Test simple "benefit box"

-Interviewer study
orient participants to box
ask how they like it
simple comprehension tasks



Would you prefer to see this ad with Would you prefer to see this ad with 
or without the facts box?or without the facts box?

0%0% 20%20% 40%40% 60%60% 80%80% 100%100%

Prefer ad with boxPrefer ad with box
SlightlySlightly StronglyStrongly

NoNo PreferencePreference

Prefer Prefer adad without boxwithout box
Strongly          SlightlyStrongly          Slightly



“Most people we interviewed want benefit data in 
drug ads, can understand these data, and are 
influenced by them.”



2.  Vermont Study
Pre sc ripti o n  D ru g F act s :  N OLVAD EX ( t am o xife n )

W hat is th is drug fo r? Red u ce  th e  ch a nc e  o f g e t t in g  b re ast can ce r

W ho m ig ht  co ns ide r ta ki ng i t? W o m e n a t  h igh ri sk o f g e t t in g  b re ast can ce r  (1.7%  or
hi g he r  r isk o ve r  5 ye a rs).   You  ca n  ca lcul at e  y our  brea st
can ce r r isk a t  ht tp: //bc ra .n ci.n ih .go v/b t c.

W ho s hou ld no t  ta ke it ? W o m e n who a re p reg nan t  o r b rea st fe ed in g

Re co m m e n de d t es t ing H a ve a  ye a r ly  ch e ck u p th at  inc lud e s a g yn e co lo gi ca l
exam in at io n  a nd  b lo od  t e sts

Ot he r t hi ngs t o co nsi de r do ing N o o t h er m ed icin e s a re  app ro ved t o red uc e  b re ast
can ce r r isk f o r wo m en  wh o  h av e n o t  h ad  b re a st ca n cer

N OLVAD EX STUD Y FIN D IN GS

13,00 0  w o m e n a t  h igh r isk  of  g e t ti n g b reas t ca n ce r w ere g iven NO LVADEX
o r a su gar pi ll f o r  6  ye a rs .    H er e 's w ha t h appe n ed :

W hat d iffe ren ce did N OLVAD EX m ak e?
W om e n  g iven

a s uga r pil l
W om e n  g iven

N OLVAD EX
( 20  m g a  day )

Di d  N OLVAD EX h el p?
   Fe w er  w o m e n got  in vas ive  bre as t  ca n ce r 2.7% 1.4 %
   Fe w er  w o m e n died fr o m  b re as t  canc e r 0.0 9% 0.0 5%

Di d  N OLVAD EX h av e  s id e  e ff e cts ?

Life th re at e n ing s ide  e ff e ct s
   M o re w o me n ha d  a  bl ood cl o t i n t h ei r  le g  o r l un g s 0 .4 % 0 .8 %
   M o re w o me n ha d  a  s t ro ke 0 .4 % 0 .6 %
   M o re w o me n g o t i n va sive  u te rin e  canc er 0 .2 % 0 .5

Sy m p tom  s id e  e ffe cts
   M o re w o me n ha d  h o t fl ash e s 6 9 % 8 1%
   M o re w o me n ha d  va gi n al  di sc h ar ge 35% 55%
   M o re w o me n ha d  ca t ara ct s n eedi n g  su rger y 1.1% 1.7%

Oth e r t h ing s  to k no w

   Dyin g  fo r any r ea so n 1.1% 0 .9 %

H ow lo ng ha s t he drug bee n in use ?
N ol va de x  w as f irs t  app ro v ed by  th e  FDA in 1 9 8 2 - Stu dies sh o w t ha t  m os t se rio u s side  e ffect s o r
rec a lls o f n e w d ru gs ha ppe n du rin g  t h ei r fi rs t 5 ye a rs o f app ro va l.

Study Features (n=274)

-More complex box:  table 
with 9 rows of 2 columns of 
data.

-No instructions or training on 
how to use the box

-More demanding tasks



““Most participants Most participants –– even those with lowereven those with lower
formal educational attainment formal educational attainment –– were able were able 
to understand and use the tabular data.to understand and use the tabular data.””



Nationally representative sample of US adults ages 35-
70 

(identified by random digit dialing)

Brief SummaryBrief Summary
Second PageSecond Page

Drug Facts BoxDrug Facts Box
Second PageSecond Page

RandomizationRandomization
(second page of ad)(second page of ad)

NCT 00450931, NCT00753857

""Gold standard" trials to generate the highest quality trials to generate the highest quality 
evidence in the target audience:  US consumersevidence in the target audience:  US consumers



3. Symptom Drug Box Trial

Study Features (n=231)

Real world challenge: Show people ads for 2 
drugs treating the same condition.

The drugs have similar side effects but one is    
substantially more effective.

Can people choose the objectively better drug?

AmcidAmcid
(H2 blocker)(H2 blocker)

MaxtorMaxtor
(PPI)(PPI)



AmcidAmcid
(H2 blocker)(H2 blocker)

MaxtorMaxtor
(PPI)(PPI)

Control:  Ads + Brief Summaries
MaxtorMaxtor

(PPI)(PPI)

AmcidAmcid
(H2 blocker)(H2 blocker)

Drug Box:  Ads + Drug Boxes



In your opinion, how does MAXTOR compare to AMCID in relieving heartburn?
a. MAXTOR is a lot more effective
b. MAXTOR is a little more effective
c. MAXTOR is about the same
d. MAXTOR is a little less effective
e. MAXTOR is a lot less effective

?



Drug BoxDrug Box 70%

0%0% 20%20% 40%40% 60%60% 80%80% 100%100%

Maxtor [PPI] is “a lot more” effective  
8%ControlControl

% with correct answer



In your opinion, how do the side effects of MAXTOR compare to AMCID?

a. MAXTOR side effects are more serious
b. AMCID side effects are more serious
c. The side effects are about equal



Drug BoxDrug Box 70%

0%0% 20%20% 40%40% 60%60% 80%80% 100%100%

Maxtor [PPI] is “a lot more” effective  
8%ControlControl

% with correct answer

PPI and H-2 blocker side effects are “about equal”

80%Drug  Box Drug  Box 
38%ControlControl

Imagine you had bothersome heartburn.  
If you could take either Maxtor or Amcid for free, which drug would   
you rather take?   % choosing Maxtor 

31%ControlControl
68%Drug  Box Drug  Box 



4. Prevention Drug Box Trial

ConcorConcor
((statinstatin))

PridcloPridclo
((clopidogrelclopidogrel))

Study Features (n=219)

Two drugs used to reduce the risk for future 
events that are important but relatively rare.

Current ads for statin and clopidogrel for 
preventing second heart attacks.

Does the box result in more accurate perceptions 
of drug benefits and side effects?



Control:  Ads + Brief Summaries

PridcloPridclo
((clopidogrelclopidogrel))

ConcorConcor
((statinstatin))

Drug Box:  Ads + Drug Boxes
ConcorConcor
((statinstatin))

PridcloPridclo
(clopidogrel)(clopidogrel)



100%

0%

20%

40%

60%

80%

0-0.7% 0.8% 0.9-5% 6-10% No 
answer

11-20% 21-30% 31-40% 41-70%

Perceived absolute risk reduction(calculated)
in heart attacks with Concor [statin]

Drug Box Drug Box 
Control Control 

Benefit



Drug Box Drug Box 
Control Control 

Side Effects

10%

20%

30%

40%

0%

50%

60%

None or 
very small

Small Large or 
very large

Moderate

"How would you describe the side effects of Concor [statin] 
for people with heart or vascular disease?"

70%



"Are the benefits of Concor [statin] worth the possible side 
effects for people with heart or vascular disease?"

Control 

86%

Drug Box 

72%% Yes



Cautions

While comprehension was high, the information in the box 
was not accessible to everyone.

The trials tested drug boxes in only 4 direct-to-consumer 
ads.  If other ads communicated outcome data better, 
the effect of the drug box would be reduced.



Summary: Effectiveness of the Drug Facts Box

"A drug fact box improved US consumers' knowledge 
of prescription drug benefits and side effects.  It 
resulted in better choices between drugs for current 
symptoms and corrected the overestimation of 
benefit in the setting of prevention."



Drug Facts Box
Progress ReportProgress Report

Four studies testing the box

Implementing the box in the FDA



Pre sc ripti o n  D rug F act s :  ZOM ETA ( zo le dro nic  aci d)

W hat is th is dru g fo r? To  low e r hig h er hi gh b lo od  leve ls o f c a lciu m cau sed  by
can ce r

W h o m ig ht  co ns ide r ta ki n g i t? Pe op le  w ith can ce r  a n d  a  ca lciu m  leve l o f 12 .0 mg /d l or
g re at er

W h o s hou ld n o t  ta ke it ? W o m en who a re nurs ing , pr egnan t or p lan ning t o  ge t
p re gn a nt ; Peo p le  w ith s e ri ous  k idne y pr ob le ms

Re co m m e n de d t es t in g M o ni t or  ki dn e y fun ct io n , ca lcium,  pho sph at e  an d
m agn e siu m le ve ls.  ??? as w/ all b isph osphon at es  f o r  p t
w /c an cer & ch e m o /s t e ro id s/po or d en t it ion -- den ta l e xam
f irs t,  av oi d in v asiv e  dent al p ro ce du res ??

Ot he r t hi n gs t o co nsi de r do ing

ZO M ETA STUD Y FIN D IN GS

189 peo ple w ith c a n cer  and h ig h  ca lciu m  w er e  g iven Z OM ETA
o r AREDIA fo r 2 w ee ks.  H e re 's wh a t  h app e n ed:

W hat d iffe ren ce did ZO MET A m ake v s . a re d ia? ?
Pe o pl e  g iven

ARED IA
( 90  m g )

Pe o pl e  g iven
ZO MET A

(4  m g)
Di d  Z OM ETA he lp?
M ore  pe ople h a d  t hei r ca lciu m  ?con t rolled ?
( 18 m or e  pe r 100 p a tie n t s)

70 % 88%
8 10 in 1 0 0 0

Q o L o u t co m e… . N ot st u died
N o red uc ti on i n de a t hs 20% 19 %

Pe o pl e  g iven
ARED IA
( 90  m g )

Pe o pl e  g iven
ZO MET A

(4  m g)
Di d  Z OM ETA caus e  side e f fe cts  co m p ared  t o  A RED IA ?
Life th re a t e n ing
Increas ed  crea ti n in e  (g ra de3  o r4 ) 2% 4 %

Hy pop ho sp ha te m ia 38% 53%

Comm o n
M ore  hy po te nsi on * 2% 11%
M ore  co ns tip a ti on * 13% 27%
Fe w er y ea st  inf ec t io ns * 12% 4 %
M ore  feve r 33% 4 4 %
M ore  an xie t y 8 % 14%

H ow lo ng h a s t he dru g bee n in use ?
Z o me t a w as a pp rov ed  by  FDA in X XX XX - Stu dies sh o w t ha t  m os t se rio u s side  e ffect s o r re ca lls o f
n e w dr u g s ha ppe n  d ur in g  t h ei r firs t  5 y ea rs o f a pp rov a l.

Drug facts box

DTC ad "Brief Summary"

FDA "Review Documents"

Pre sc ripti o n  D rug F act s :  ZOM ETA ( zo le dro nic  aci d)

W hat is th is dru g fo r? To  low e r hig h er hi gh b lo od  leve ls o f c a lciu m cau sed  by
can ce r

W h o m ig ht  co ns ide r ta ki n g i t? Pe op le  w ith can ce r  a n d  a  ca lciu m  leve l o f 12 .0 mg /d l or
g re at er

W h o s hou ld n o t  ta ke it ? W o m en who a re nurs ing , pr egnan t or p lan ning t o  ge t
p re gn a nt ; Peo p le  w ith s e ri ous  k idne y pr ob le ms

Re co m m e n de d t es t in g M o ni t or  ki dn e y fun ct io n , ca lcium,  pho sph at e  an d
m agn e siu m le ve ls.  ??? as w/ all b isph osphon at es  f o r  p t
w /c an cer & ch e m o /s t e ro id s/po or d en t it ion -- den ta l e xam
f irs t,  av oi d in v asiv e  dent al p ro ce du res ??

Ot he r t hi n gs t o co nsi de r do ing

ZO M ETA STUD Y FIN D IN GS

189 peo ple w ith c a n cer  and h ig h  ca lciu m  w er e  g iven Z OM ETA
o r AREDIA fo r 2 w ee ks.  H e re 's wh a t  h app e n ed:

W hat d iffe ren ce did ZO MET A m ake v s . a re d ia? ?
Pe o pl e  g iven

ARED IA
( 90  m g )

Pe o pl e  g iven
ZO MET A

(4  m g)
Di d  Z OM ETA he lp?
M o re  pe o ple h a d  t hei r ca lciu m  ?con t rolled ?
( 18 m or e  pe r 1 00 p a tie n t s)

70 % 88%
8 10 in 1 0 0 0

Q o L o u t co m e… . N o t st u died
N o red uc ti o n i n de a t hs 20% 19 %

Pe o pl e  g iven
ARED IA
( 90  m g )

Pe o pl e  g iven
ZO MET A

(4  m g)
Di d  Z OM ETA caus e  side e f fe cts  co m p ared  t o  A RED IA ?
Life th re a t e n ing
In creas ed  crea ti n in e  (g ra de3  o r4 ) 2% 4 %

Hy pop ho sp ha te m ia 38% 53%

Comm o n
M o re  hy p o te n si on * 2% 11%
M o re  co ns tip a ti on * 13% 27%
Fe w er y ea st  inf ec t io ns * 12% 4 %
M o re  feve r 33% 4 4 %
M o re  an xie t y 8 % 14%

H ow lo ng h a s t he dru g bee n in use ?
Z o me t a w as a pp rov ed  by  FDA in X XX XX - Stu dies sh o w t ha t  m os t se rio u s side  e ffect s o r re ca lls o f
n e w dr u g s ha ppe n  d ur in g  t h ei r firs t  5 y ea rs o f a pp rov a l.

Drug facts box

FDA "LABEL"

P re sc r i p ti o n  D r u g F act s :  Z O M E T A ( z o le dro nic  aci d)

W hat is th is d r u g fo r ? T o  l ow e r hig h er hi g h b lo o d  l e v e l s  o f c a lc iu m c au s e d  by
c an ce r

W h o m ig h t  c o ns i de r ta ki n g i t? P e o p le  w i th c an c e r  a n d  a  ca lc iu m  l e v e l  o f 12 . 0 mg / d l  or
g re at er

W h o s h ou l d n o t  ta ke it ? W o m e n who a r e nurs i ng , p r e g nan t or p l a n ning t o  g e t
p re g n a nt ; P e o p le  w i th s e ri o us  k id ne y pr ob le ms

R e c o m m e n d e d t es t i n g M o ni t or  ki d n e y fun ct io n ,  c a l c i u m,  p ho s ph at e  an d
m a g n e siu m le v e l s .  ??? a s  w/ a l l  b is ph o s p hon at es  f o r  p t
w /c an c e r  &  c h e m o / s t e r o id s / p o or d en t i t ion - -  d en ta l e x am
f i rs t,  av oi d in v a s iv e  d e nt a l  p ro ce du r es ??

Ot he r t hi n gs t o c o n si d e r d o ing

Z O M ET A S T UD Y  F IN D I N GS

189 peo p le w i th c a n c e r  a nd h ig h  c a lc iu m  w e r e  g iv e n Z OM ETA
o r  A R E D IA  fo r  2 w e e k s .  H e r e ' s wh a t  h app e n e d:

W hat d iffe r en c e d i d ZO MET A m a k e v s . a re d i a? ?
P e o pl e  g i ven

A R E D IA
( 90  m g )

P e o pl e  g i ven
ZO MET A

(4  m g )
Di d  Z OM E T A  he l p?
M o r e  pe o ple h a d  t hei r c a l c iu m  ? c on t r olled ?
( 18 m or e  pe r 1 00 p a tie n t s )

70 % 88%
8 10 in 1 0 0 0

Q o L o u t c o m e … . N o t s t u died
N o red uc ti o n i n de a t hs 2 0% 19 %

P e o pl e  g i ven
A R E D IA
( 90  m g )

P e o pl e  g i ven
ZO MET A

(4  m g )
Di d  Z OM E T A  c a u s e  s i de e f f e c ts  co m p a r ed  t o  A R E D IA ?
L i f e th r e a t e n ing
In c r e as ed  c r e a ti n in e  (g ra de3  o r4 ) 2% 4 %

Hy pop ho sp ha te m ia 3 8% 5 3%

C omm o n
M o r e  hy p o te n si on * 2 % 11%
M o r e  c o ns tip a ti on * 13% 2 7%
Fe w e r y e a s t  i nf ec t io ns * 12 % 4 %
M o r e  f eve r 33% 4 4 %
M o r e  an xi e t y 8 % 14 %

H ow lo n g h a s t he d r u g b ee n in u se ?
Z o me t a w a s a p p r ov e d  by  F DA in X XX X X  -  S tu dies sh o w t ha t  m os t se r io u s  s ide  e f f e ct s o r re ca ll s  o f
n e w dr u g s ha ppe n  d ur in g  t h ei r  f i r s t  5 y ea rs o f  a pp r ov a l .

Drug facts box

Doctors & Patients

- Reviewers are independent 
clinician experts who know the 
drugs better than anyone else.

- They have access to totality of 
published and unpublished data.

FDA official suggested an earlier 
role for the box.



Pre sc ripti o n  D rug F act s :  ZOM ETA ( zo le dro nic  aci d)

W hat is th is dru g fo r? To  low e r hig h er hi gh b lo od  leve ls o f c a lciu m cau sed  by
can ce r

W h o m ig ht  co ns ide r ta ki n g i t? Pe op le  w ith can ce r  a n d  a  ca lciu m  leve l o f 12 .0 mg /d l or
g re at er

W h o s hou ld n o t  ta ke it ? W o m en who a re nurs ing , pr egnan t or p lan ning t o  ge t
p re gn a nt ; Peo p le  w ith s e ri ous  k idne y pr ob le ms

Re co m m e n de d t es t in g M o ni t or  ki dn e y fun ct io n , ca lcium,  pho sph at e  an d
m agn e siu m le ve ls.  ??? as w/ all b isph osphon at es  f o r  p t
w /c an cer & ch e m o /s t e ro id s/po or d en t it ion -- den ta l e xam
f irs t,  av oi d in v asiv e  dent al p ro ce du res ??

Ot he r t hi n gs t o co nsi de r do ing

ZO M ETA STUD Y FIN D IN GS

189 peo ple w ith c a n cer  and h ig h  ca lciu m  w er e  g iven Z OM ETA
o r AREDIA fo r 2 w ee ks.  H e re 's wh a t  h app e n ed:

W hat d iffe ren ce did ZO MET A m ake v s . a re d ia? ?
Pe o pl e  g iven

ARED IA
( 90  m g )

Pe o pl e  g iven
ZO MET A

(4  m g)
Di d  Z OM ETA he lp?
M o re  pe o ple h a d  t hei r ca lciu m  ?con t rolled ?
( 18 m or e  pe r 1 00 p a tie n t s)

70 % 88%
8 10 in 1 0 0 0

Q o L o u t co m e… . N o t st u died
N o red uc ti o n i n de a t hs 20% 19 %

Pe o pl e  g iven
ARED IA
( 90  m g )

Pe o pl e  g iven
ZO MET A

(4  m g)
Di d  Z OM ETA caus e  side e f fe cts  co m p ared  t o  A RED IA ?
Life th re a t e n ing
In creas ed  crea ti n in e  (g ra de3  o r4 ) 2% 4 %

Hy pop ho sp ha te m ia 38% 53%

Comm o n
M o re  hy p o te n si on * 2% 11%
M o re  co ns tip a ti on * 13% 27%
Fe w er y ea st  inf ec t io ns * 12% 4 %
M o re  feve r 33% 4 4 %
M o re  an xie t y 8 % 14%

H ow lo ng h a s t he dru g bee n in use ?
Z o me t a w as a pp rov ed  by  FDA in X XX XX - Stu dies sh o w t ha t  m os t se rio u s side  e ffect s o r re ca lls o f
n e w dr u g s ha ppe n  d ur in g  t h ei r firs t  5 y ea rs o f a pp rov a l.

Drug facts box

DTC ad "Brief Summary"

FDA "Review Documents"

Pre sc ripti o n  D rug F act s :  ZOM ETA ( zo le dro nic  aci d)

W hat is th is dru g fo r? To  low e r hig h er hi gh b lo od  leve ls o f c a lciu m cau sed  by
can ce r

W h o m ig ht  co ns ide r ta ki n g i t? Pe op le  w ith can ce r  a n d  a  ca lciu m  leve l o f 12 .0 mg /d l or
g re at er

W h o s hou ld n o t  ta ke it ? W o m en who a re nurs ing , pr egnan t or p lan ning t o  ge t
p re gn a nt ; Peo p le  w ith s e ri ous  k idne y pr ob le ms

Re co m m e n de d t es t in g M o ni t or  ki dn e y fun ct io n , ca lcium,  pho sph at e  an d
m agn e siu m le ve ls.  ??? as w/ all b isph osphon at es  f o r  p t
w /c an cer & ch e m o /s t e ro id s/po or d en t it ion -- den ta l e xam
f irs t,  av oi d in v asiv e  dent al p ro ce du res ??

Ot he r t hi n gs t o co nsi de r do ing

ZO M ETA STUD Y FIN D IN GS

189 peo ple w ith c a n cer  and h ig h  ca lciu m  w er e  g iven Z OM ETA
o r AREDIA fo r 2 w ee ks.  H e re 's wh a t  h app e n ed:

W hat d iffe ren ce did ZO MET A m ake v s . a re d ia? ?
Pe o pl e  g iven

ARED IA
( 90  m g )

Pe o pl e  g iven
ZO MET A

(4  m g)
Di d  Z OM ETA he lp?
M o re  pe o ple h a d  t hei r ca lciu m  ?con t rolled ?
( 18 m or e  pe r 1 00 p a tie n t s)

70 % 88%
8 10 in 1 0 0 0

Q o L o u t co m e… . N o t st u died
N o red uc ti o n i n de a t hs 20% 19 %

Pe o pl e  g iven
ARED IA
( 90  m g )

Pe o pl e  g iven
ZO MET A

(4  m g)
Di d  Z OM ETA caus e  side e f fe cts  co m p ared  t o  A RED IA ?
Life th re a t e n ing
In creas ed  crea ti n in e  (g ra de3  o r4 ) 2% 4 %

Hy pop ho sp ha te m ia 38% 53%

Comm o n
M o re  hy p o te n si on * 2% 11%
M o re  co ns tip a ti on * 13% 27%
Fe w er y ea st  inf ec t io ns * 12% 4 %
M o re  feve r 33% 4 4 %
M o re  an xie t y 8 % 14%

H ow lo ng h a s t he dru g bee n in use ?
Z o me t a w as a pp rov ed  by  FDA in X XX XX - Stu dies sh o w t ha t  m os t se rio u s side  e ffect s o r re ca lls o f
n e w dr u g s ha ppe n  d ur in g  t h ei r firs t  5 y ea rs o f a pp rov a l.

Drug facts box

FDA "LABEL"

P re sc r i p ti o n  D r u g F act s :  Z O M E T A ( z o le dro nic  aci d)

W hat is th is d r u g fo r ? T o  l ow e r hig h er hi g h b lo o d  l e v e l s  o f c a lc iu m c au s e d  by
c an ce r

W h o m ig h t  c o ns i de r ta ki n g i t? P e o p le  w i th c an c e r  a n d  a  ca lc iu m  l e v e l  o f 12 . 0 mg / d l  or
g re at er

W h o s h ou l d n o t  ta ke it ? W o m e n who a r e nurs i ng , p r e g nan t or p l a n ning t o  g e t
p re g n a nt ; P e o p le  w i th s e ri o us  k id ne y pr ob le ms

R e c o m m e n d e d t es t i n g M o ni t or  ki d n e y fun ct io n ,  c a l c i u m,  p ho s ph at e  an d
m a g n e siu m le v e l s .  ??? a s  w/ a l l  b is ph o s p hon at es  f o r  p t
w /c an c e r  &  c h e m o / s t e r o id s / p o or d en t i t ion - -  d en ta l e x am
f i rs t,  av oi d in v a s iv e  d e nt a l  p ro ce du r es ??

Ot he r t hi n gs t o c o n si d e r d o ing

Z O M ET A S T UD Y  F IN D I N GS

189 peo p le w i th c a n c e r  a nd h ig h  c a lc iu m  w e r e  g iv e n Z OM ETA
o r  A R E D IA  fo r  2 w e e k s .  H e r e ' s wh a t  h app e n e d:

W hat d iffe r en c e d i d ZO MET A m a k e v s . a re d i a? ?
P e o pl e  g i ven

A R E D IA
( 90  m g )

P e o pl e  g i ven
ZO MET A

(4  m g )
Di d  Z OM E T A  he l p?
M o r e  pe o ple h a d  t hei r c a l c iu m  ? c on t r olled ?
( 18 m or e  pe r 1 00 p a tie n t s )

70 % 88%
8 10 in 1 0 0 0

Q o L o u t c o m e … . N o t s t u died
N o red uc ti o n i n de a t hs 2 0% 19 %

P e o pl e  g i ven
A R E D IA
( 90  m g )

P e o pl e  g i ven
ZO MET A

(4  m g )
Di d  Z OM E T A  c a u s e  s i de e f f e c ts  co m p a r ed  t o  A R E D IA ?
L i f e th r e a t e n ing
In c r e as ed  c r e a ti n in e  (g ra de3  o r4 ) 2% 4 %

Hy pop ho sp ha te m ia 3 8% 5 3%

C omm o n
M o r e  hy p o te n si on * 2 % 11%
M o r e  c o ns tip a ti on * 13% 2 7%
Fe w e r y e a s t  i nf ec t io ns * 12 % 4 %
M o r e  f eve r 33% 4 4 %
M o r e  an xi e t y 8 % 14 %

H ow lo n g h a s t he d r u g b ee n in u se ?
Z o me t a w a s a p p r ov e d  by  F DA in X XX X X  -  S tu dies sh o w t ha t  m os t se r io u s  s ide  e f f e ct s o r re ca ll s  o f
n e w dr u g s ha ppe n  d ur in g  t h ei r  f i r s t  5 y ea rs o f  a pp r ov a l .

Drug facts box

Doctors & Patients

The drug facts box could 
promote structure in both the 
review documents and the label.

* Highlights what is missing

* Highlights what is known

* Creates a hierarchy for dealing 
with multiple side effects



Pilot project with the FDA

For 2 years we have worked with Drs. Paul Seligman 
and Dr. Judy Racoosin in FDA's Office of Safety, 
Policy and Communication and FDA medical 
reviewers to:

- produce 10 FDA drug facts boxes 

- develop a transparent, replicable process for making 
prescription drug boxes a routine FDA product.



Our recommendations

FDA should start producing drug facts boxes as part of the review 
process for new drugs now - either in a stand-alone form or as 
part of other CMI efforts.

Consumers want and understand data on drug efficacy and 
side-effects as presented in drug facts boxes.

No one is better positioned than FDA reviewers to write boxes.

Drug facts boxes are an effective way for FDA to ensure that it 
communicates what it knows about drugs to the public.


