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It |S.weII acceptgd that patients prefer a c_ially dosing regimen to B Primary Su bg roup An a|yses of Patient Preference
dOSlng several times a day Whether patlents would prefer even - Preference of patients for a dosing regimen Which do you pl’efer?
less frequent dosing, such as once weekly dosing, is unknown. Total with Preference for Alendronate

B Secondary Preference 70 mg Once Weekly
Alendronate dosed once weekly has now been shown to have A tof : " " ” [ sswcl
equivalent efficacy to once daily dosing [Schnitzer, et al., Aging - Assessment of convenience (%6) 2
Clin Exp Res 12:1-12, 2000]. This study was designed to - Willingness to take long-term . Age (p=0.113)
examine preference for a once weekly or a once daily alendronate - Safety and tolerability 13% <65 year 232 189  (81.5%) (75.9, 86.2)
dosing regimen in postmenopausal women initiating treatment for Which is more convenient? > 65 year 132 116 (87.9%) (811,929)
) S ; - - - - — -
osteoporosis. A similar study conducted in the US demonstrated Methods More than 75% of time W'tzgoncom'ta“ZTEdgcsa;';” ® 0'9817)0 —
a strong preference for the once weekly regimen (90% of patients 0 $O 315 64 Easlst;; 579'3’ 87'7§
preferred the once weekly to the daily regimen) (Lewiecki, et al., 87% =S - - — == —
ASBMR 2001) = Th Wsis incl I . h K | f Number of active medical conditions (p=0.872)
. The anal ysis inc uded all patients who took at least one dose o 0 73 57 (91.8%) (830, 96.9)
each regimen and expressed a preference 16% 1 75 50 (78.7%) (677, 87.3)
0 . A, .
B The percentage of patients preferring alendronate 70 mg once - 2 59 47 (79.7%) (67.2,89.0)
) ) - ; More willing to take for a
PU rp ose Of th e StU dy weekly was evaluated using Mainland-Gart's test for a binomial long peri%d of time? 3 40 34 (85.0%) (70.2,94.3)
response in a two-treatment, two-period crossover study ’ 4 38 28 (73.7%) (56.9, 86.6)
. . . . . . 5 18 17 (94.4%) (72.7,99.9)
To determine which regimen, alendronate 70 mg administered B Subgroup analyses were conducted to examine any association of 84% _ 610 5 39 (86.7%) (73.2, 94.9)
once weekly or alendronate 10 mg administered daily, is country of residence, age, concomitant medications and chronic L leettsady - L RE 11-15 o 8 (88.9%) (51.8, 99.7)
pref_e,rred by pOStmen(,)pausal women with osteoporosis. In disease on regimen preference p<0.001 for each parameter. Analysis among those expressing a preference >15 7 6 (85.7%) (42.1, 99.6)
addltlon_, to assess p‘at_lent response to parameters of Number of concomitant chronic medication (p=0.215)
convenience and willingness to take long term. DOSing Regimen Questionnaire None 29 a1 (83.7%) (703,92.7)
100+ W Once Weekly M Daily ' Non/Equal At least one 315 264 (83.8%) (79.3,87.7)
T95% Confidence interval based on binomial distribution.
St u dy Des | g n For each question, please check one box only 77 79 78 Results consistent across countries. No sequence effect seen.
1. Which treatment routine do you prefer? 801
O | prefer the once a week treatment roimne Overal | Adverse Experi ence SU m mary
m 9-week, open-label, randomized crossover study D 0 [rRsien T e &y (EEtien (e -
o . ) ) [Vl have no preference N ALN70mg | ALN10mg
| 45 participating cgnters in 19 cour)trles r‘e‘presefntatlve of 2. Which treatment routine is more convenient? ow oD
Europe, the Americas, and the Asia Pacific region 0 The once a week treatment routine is more convenient (N=403) (N=399)
) . o ine i i 40 .
B 406 postmenopausal women with osteoporosis were LIS Q89 a6 2 G ME LS el . Number of Patients N | N ™
N O The once a week treatment routine and the once a day treatment routine are equally
randomized convenient With one or more adverse experiences 99  (24.6) | 110  (27.6)
m Randomized 1:1 ratio to alendronate (ALN) 70 mg once weekly & évTiCh tl:jestmem W‘?lll{'d veu ie ”h“”e pilling ‘Ok'ake ok a:"”glpe”"d ‘_)fd“”f‘e_? = o , With a drug-related adverse experience 30 (74) | 40 (100
. . . would be more willing to take the once a week treatment for a long period of time ) . .
(OW) foliowed by 10 mg daily (D), or vice versa: O | would be more willing to take the once a day treatment for a long period of time With a serious adverse experience 4 (1.0) 5 (1.3)
Treatment Sequence Period 1 Off Therapy Period 2 O | would be equally willing to take either the once a week or the once a day treatment for a 0 - 7 Who discontinued for an adverse experience 6 (1.5) 9 (2.3)
(ALN) Week 1-Week 4 |  Week 5 Week 6-Week 9 long|periodjofjtime Preference Convenience Long-term
Acceptance Although a patient may have had two or more adverse experiences, the patient is counted only
Sequence A 70 mg OW No ALN 10mg D . q P once within a category. The same patient may appear in different categories.
S B 10 D No ALN 70 ow - - o p<0.001 comparison of alendronate once weekly to alendronate daily.
equence mg o mg B as eI Ine Ch aracter | Stl CS Analysis of all responses. TConsidered possibly, probably or definitely drug-related by the investigator.

B Patients completed a dosing regimen questionnaire after

experiencing each dosing regimen Sequence A | Sequence B Total CO n Cl usions
OW-D D-OW
N=201 N=205 N=406
Entry Criteria Age (Yrs) 631 63.0 63.0 Alendronate_dosed once y\{eekly, when compared t(_) alen_dronatt_e dosed dalily, is pr_eferred by the overwhelming maj(_)rity
Race (84%) of patients. In addition, the once weekly regimen is considered by most patients to be more convenient and is the
Caucasian 64 % 66 % 65 % regimen they are more willing to take long term. Preference for once weekly dosing was similar across all subgroups
B Postmenopausal women with osteoporosis Asian 23% 20 % 22% analyzed. This strong preference for the once weekly alendronate regimen is similar to and confirms the results from a
B Naive to all therapies for the treatment of osteoporosis gmﬁr‘”ic ng; 222 ggs study conducted in the US in which 90% of patients preferred once weekly, 92% found it more convenient, and 91%
including bisphosphonates, calcitonin, and SERMS 2 were more likely to comply with it. (Lewiecki et al, ASBMR 2001).
BMI (kg/m?) 25.0 25.3 25.2
B HRT, calcium, vitamin D allowed Yrs since last menses 16.4 16.8 16.6 These studes now establish that postmenopausal women with osteoporosis have an overwhelming preference for the
® Generally in good health Family history of osteoporosis 39 % 38 % 39 % alendronate once weekly regimen.




