


ASBMR 28" Annual Meeting Official Program

NOTE: All rooms are in the Pennsylvania Convention Center unless otherwise noted.

Friday, September 15

Saturday, September 16

Sunday, September 17

Monday, September 18

Tuesday, September 19

9:25am.-9:30 a.m.

Presentation of The Sevgi and Gideon
Rodan IBMS Fellowship

Ballroom B

9:30 a.m.—12:00 p.m.
ASBMR/IBMS Joint Symposium
Fat and Bone

Ballroom B

12:00 p.m. = 1:00 p.m.
Meet-the-Professor Sessions
Rooms 104 - 107

12:30 p.m. =1:30 p.m.
Clinical Roundtable/Case Conference
Ballroom B

2:00 p.m. -3:30 p.m.

Symposium A (Basic): New Advances in
Bone Evolutionary Biology

Ballroom A

Symposium B (Clinical): Good, Good,
Good Vibrations: Evidence for the
Therapeutic Potential of Low-Magnitude,
High Frequency Mechanical Signals
Ballroom B

3:45 p.m. - 5:15 p.m.
Symposium C (Basic):
Osteoimmunology
Room 201ABC

Symposium D (Clinical): Skeletal
Development and Pediatric Bone
Disease

Ballroom A

Symposium E (Clinical): Absolute
Fracture Risk: An Update
Ballroom B

5:15p.m.-7:00 p.m.
Welcome Reception & Plenary Poster
Session - Hall A

5:15p.m. - 7:00 p.m.
Posters and Exhibit Open - Hall A

7:00 a.m. —8:00 a.m.
New Investigator/New Member Breakfast
Room 103AB

8:00 a.m. —6:00 p.m.
Posters Open -Hall A

8:00 a.m.-8:10 a.m.
Welcome & Announcements
Ballroom AB

8:10a.m.-8:30 a.m.

Presentation of ASBMR Awards:

(8:10 a.m.) William F. Neuman Award
(8:15 a.m.) Fuller Albright Award

(8:20 a.m.) Gideon A. Rodan Excellence in
Mentorship Award

(8:25 a.m.) Shirley Hohl Service Award
Ballroom AB

8:30 a.m.—9:30 a.m.

Gerald Aurbach Memorial Lecture
(Elaine Fuchs, Ph.D.)

Ballroom AB

9:30 a.m. —4:30 p.m.
Exhibits Open - Hall A

9:30 a.m.—10:00 a.m.
Coffee Break - Hall A

10:00 a.m. - 11:30 a.m.

Concurrent Oral Sessions

1) Osteoblasts | - Room 201ABC

2) Peptide Calciotropic Hormones and
Mineral Metabolism | - Room 204C

3) Steroid Hormones | - Room 203AB
4) Osteoporosis: Epidemiology | -
Ballroom B

5) Osteoporosis: Pathophysiology | -
Ballroom A

6) Other Disorders of Bone and Mineral
Metabolism | - Room 204AB

Poster Session | - Hall A
ODD: 11:30 a.m. - 1:00 p.m.
EVEN: 1:00 p.m. - 2:30 p.m.

7:00 a.m.—8:00 a.m.

Advocacy Breakfast: Funding Cuts and the
Politics of Science: The Future of NIH and
Biomedical Research

Marriott; Grand Ballroom, Salon C

7:00 a.m.—8:00 a.m.
ASBMR Minority Breakfast
Marriott; Grand Ballroom, Salon D

8:00 a.m.—9:30 a.m.

Featured Basic Symposium: Osteoclast Signaling

and Function - Ballroom A

8:00 a.m.-9:30 a.m.

Clinical Session: New Technology, Treatments

and Trials for Osteoporosis -Ballroom B

8:00 a.m. —6:00 p.m.
Posters Open - Hall A

9:30 a.m. —4:30 p.m.
Exhibits Open - Hall A

9:30 a.m. — 10:00 a.m.
Coffee Break- Hall A

10:00 a.m. -11:30 a.m.

Concurrent Oral Sessions

13) Osteoblasts Il - Ballroom A

14) Osteoclasts | - Room 204C

15) Osteoporosis Treatment Il - Ballroom B
16) Osteoporosis Pathophysiology Il —
Room 201ABC

17) Cancer and Bone | - Room 204AB

18) Bone Acquisition and Pediatric Bone
Disease Il - Room 203AB

11:30 a.m.-12:30 p.m

NIH Realities and Strategies for the Future
(Elias A. Zerhouni, NIH Director)

Room 203AB

Poster Session Il - Hall A
ODD: 11:30 a.m. - 1:00 p.m.
EVEN: 1:00 p.m. - 2:30 p.m.

11:30 a.m. = 12:30 p.m.
Meet-the-Professor Sessions
Rooms 104 - 107

6:00 am. —7:00 a.m.
ASNMR Fun Run/Walk
Buses depart from Philadelphia Marriott

8:00 a.m. —4:30 p.m.
Posters Open - Hall A

8:00 a.m.—8:05 a.m.
Presentation of Frederic C. Bartter Award
Ballroom B

8:05a.m.-9:35a.m.
Plenary Symposium: Vitamin D: From Bench
to Bedside - Ballroom B

9:30 a.m. —4:30 p.m.
Exhibits Open - Hall A

9:35a.m.-10:00 a.m.
Coffee Break - Hall A

10:00 a.m.-11:30 a.m.

Concurrent Oral Sessions

25) Osteoblasts IV - Room 201ABC

26) Osteoclasts Il - Room 204AB

27) Osteoporosis Treatment Il - Ballroom B
28) Other Disorders of Bone and Mineral
Metabolism IIl - Ballroom A

29) Bone Acquisition and Pediatric Bone
Disease IIl - Room 203AB

30) Mechanical Loading and Exercise I -
Room 204C

Poster Session Il - Hall A
ODD: 11:30 a.m. — 1:00 p.m.
EVEN: 1:00 p.m. — 2:30 p.m.

11:30 a.m. —12:30 p.m.
Meet-the-Professor Sessions
Rooms 104 - 107

12:30 p.m. = 1:30 p.m.
Clinical Roundtable/Case Conference
Ballroom B

12:30 p.m. — 2:00 p.m.
Career Options for Scientists Workshop
Room 203AB

8:00 a.m. - 8:05 a.m.
Presentation of Louis V. Avioli
Memorial Founders Award
Ballroom B

8:05a.m.—9:05a.m.

Louis V. Avioli Memorial Lecture
(Henry M. Kronenberg, M.D.)
Ballroom B

9:05a.m.—9:30 a.m.
Coffee Break
Ballroom Foyer

9:30 a.m.-11:30 a.m.
Concurrent Oral Sessions

41) Osteoblasts VI - Room
201ABC

42) Osteoclasts Il - Room 204C
43) Osteoporosis Epidemiology IV-
Ballroom A

44) Osteoporosis Treatment V -
Ballroom B

45) Mechanical Loading and
Exercise Ill - Room 204AB

46) Genetics of Bone and Mineral
Disorders Il - Room 203AB

11:30 a.m.
Adjourn




Saturday, September 16 (continued)

11:30 a.m. - 12:30 p.m.
Meet-the-Professor Sessions
Rooms 104 - 107

12:00 p.m. — 2:00 p.m.
Special Session for Allied Health
Professionals - Room 204AB

12:30 p.m. - 1:30 p.m.
Clinical Roundtable/Case Conference
Ballroom B

12:30 p.m. — 2:00 p.m.
Grant Writing Workshop
Room 103AB

1:30 p.m. = 2:30 p.m.
Meet-the-Professor Sessions
Rooms 104 - 107

2:30 p.m. —4:00 p.m.

Concurrent Oral Sessions

7) Bone, Cartilage and Connective Tissue
Matrix | - Room 204AB

8) Growth Factors and Cytokines | —

Room 201ABC

9) Osteoporosis Treatment | - Ballroom B
10) Diagnostic Assessment of Osteoporosis
and Other Disorders of Bone and Mineral
Metabolism - Ballroom A

11) Genetics of Bone and Mineral Disorders
| - Room 204C

12) Bone Acquisition and Pediatric Bone
Disease | - Room 203AB

4:00 p.m. — 4:30 p.m.
Coffee Break -Hall A

4:30 p.m. — 6:00 p.m.

State-of-the-Art Lectures A (Basic):
Cancer and Bone — Basic/Translational
Ballroom A

State-of-the-Art Lectures B (Clinical):
Estrogen After the WHI
Ballroom B

6:00 p.m. - 7:00 p.m.
ASBMR Annual Business Meeting
Room 203AB

Sunday, September 17 (continued)

12:30 p.m. = 2:00 p.m.

Clinical Session: Disorders of Bone and Mineral
Metabolism — Selected Topics
Ballroom B

12:30 p.m. = 2:00 p.m.

Biotechniques Workshop on Bone
Histomorphometry
Room 204AB

1:30 p.m. = 2:30 p.m.

Meet-the-Professor Sessions
Rooms 104 - 107

2:30 p.m. —4:00 p.m.

Concurrent Oral Sessions

19) Osteablasts IIl - Room 201ABC

20) Bone, Cartilage and Connective Tissue Matrix
Il - Room 203AB

21) Growth Factors and Cytokines Il —

Room 204AB

22) Osteoporosis Epidemiology Il - Ballroom B
23) Other Disorders of Bone and Mineral
Metabolism Il — Ballroom A

24) Mechanical Loading and Exercise | —
Room 204C

4:00 p.m. —4:30 p.m.
Coffee Break - Hall A

4:30 p.m. - 6:00 p.m.

State-of-the-Art Lectures A (Basic): Recent
Advances in Mineral lon Homeostasis
Ballroom A

State-of-the-Art Lectures B (Clinical): Selected
Clinical Topics in Cancer and Bone
Ballroom B

6:00 p.m. - 7:30 p.m.

The Women in Bone and

Mineral Research Committee Event
Room 103AB

8:00 p.m. —12:00 a.m.
ASBMR Social Event
Franklin Institute

Monday, September 18 (continued)

1:30 p.m. = 2:30 p.m.

Meet-the-Professor Sessions
Rooms 104 - 107

2:30 p.m. —4:00 p.m.

Concurrent Oral Sessions

31) Bone, Cartilage and Connective Tissue
Matrix IIl - Room 204AB

32) Growth Factors and Cytokines Il —
Room 201ABC

33) Peptide Calciotropic Hormones and
Mineral Metabolism Il - Room 204C

34) Osteoporosis Epidemiology Il -
Ballroom B

35) Diagnostic Assessment of Osteoporosis
and Other Disorders of Bone and Mineral
Metabolism Il - Ballroom A

4:00 p.m. —4:30 p.m.
Coffee Break
Hall A

4:30 p.m. —6:00 p.m.

Concurrent Oral Sessions

36) Osteoblasts V - Room 201ABC

37) Steroid Hormones Il - Room 204AB

38) Osteoporosis Treatment IV - Ballroom B
39) Osteoporosis Pathophysiology Il -
Ballroom A

40) Cancer and Bone Il - Room 204C

6:00 p.m. - 7:30 p.m.
Foundations for Effective Negotiation
Workshop - Room 204C




2006 Ancillary Program

NOTE: All rooms are in the Pennsylvania Convention Center unless otherwise noted.

Wednesday, September 13

Friday, September 15

Saturday, September 16

Sunday, September 17

Monday, September 18

THE INTERNATIONAL SOCIETY
FOR CLINICAL DENSITOMETRY
(ISCD)*

WORKING GROUPS

WORKING GROUPS

INDUSTRY-SUPPORTED
SYMPOSIA (ISS)

ASBMR

7:30a.m.—11:30 a.m. 7:00 pm —9:00 pm 7:00p.m.—9:15p.m. CANCELED 6:00a.m.—7:00 a.m.
ISCD Bone Densitometry Course: |Working Group on Rheumatic Non-Invasive Assessment of Bone 6:00-a-m-—8:00-a-m- ASBMR Fun Run/Walk
Clinician and Technologist Courses |Diseases and Bone Microarchitecture Working Group Advances-in-OsteoporosisTFreatment-| Supported by Novartis
- General Session Room 103C Room 204C with-Parathyroid-Hermene Pharmaceuticals
Loews: Regency Ballroom B Buses depart from the
7:00p.m.—9:15p.m. 7:00 p.m.—10:00 p.m. Philadelphia Marriott
12:30 p.m.—5:30 p.m. Nutrition and Bone Health Working Vitamin D Workshop Working Group
ISCD Bone Densitometry Clinician |Group Room 103C
Course Room 203AB
Loews: Regency Ballroom B 7:00 p.m.—10:00 p.m.
7:00p.m.—-9:30p.m. Molecular Biology and Pathology of
Muscle and Bone Working Group Bone Working Group WORKING GROUPS
12:30 p.m.—5:30 p.m. Room 103A Room 204AB
ISCD Bone Densitometry 6:30 pm —8:40 pm.
Technologist Course 7:00p.m. - 9:15p.m. 7:00 p.m. —9:30 p.m. Physical Activity and Falls
Loews: Regency Ballroom A In Vivo Working Group Working Group on Aging and the Working Group
Room 204AB Human Skeleton Room 203AB
*|SCD courses require separate Room 108B
fee and registration 7:00 pm —9:00 pm 7:00p.m.—9:45p.m.
Working Group on Musculoskeletal  |7:00 p.m. — 10:00 p.m. Biochemical Markers of Bone
Rehabilitation in Patients with Pediatric Bone and Mineral Working Turnover Working Group
Osteoporosis Group Room 204AB
Room 108B Room 103A
6:30 pm -10:00 pm
7:15p.m.—9:30 p.m. Adult Bone and Mineral Working
Working Group on Hormone-Receptor Group
Interactions Room 103A
Room 204C
Thursday, September 14
THE INTERNATIONAL SOCIETY
FOR CLINICAL DENSITOMETRY INDUSTRY-SUPPORTED INDUSTRY-SUPPORTED ASBMR INDUSTRY-SUPPORTED

(ISCD)

SYMPOSIA (ISS)

SYMPOSIA (ISS)

SYMPOSIA (ISS)

7:30a.m.—11:15a.m.

ISCD Bone Densitometry Clinician
Course
Loews: Regency Ballroom A

7:30a.m.—11:30 a.m.

ISCD Bone Densitometry
Technologist Course
Loews: Regency Ballroom C1 & C2

11:45a.m.—2:00 p.m.

ISCD Bone Densitometry Clinician
Certification Exam
Loews: Regency Ballroom A

12:30 p.m. —1:45p.m.

ISCD Bone Densitometry Exam
Loews: Regency Ballroom C1 & C2

12:30 p.m.—6:15p.m.

ISCD Vertebral Fracture
Assessment Course
Loews: Regency Ballroom B

7:00p.m.—9:30p.m.

Osteoporosis: Limitations of
Diagnostic Criteria and Controversies
in Conventional Treatment
Sponsored by the Johns Hopkins
University School of Medicine
Supported by an educational grant
from GlaxoSmithKline and Roche
Laboratories

Marriott: Grand Ballroom A-F

7:00p.m.—9:00 p.m.

Bone Mineral Abnormalities and Long-
Term Survival in Patients with Chronic
Kidney Disease: Insights from New
Data

Sponsored by Montefiore Medical
Center, the University Hospital and
Academic Center for the Albert
Einstein College of Medicine
Supported by an educational grant
from Abbott

Loews: Regency Ballroom

7:00 p.m.—10:00 p.m.

Updates and Recent Developments
on the Role of the Receptor Activator
of Nuclear Factor KappaB
(RANK)/RANK Ligand
(RANKL)/Osteoprotegerin (OPG)
Pathway in Pathologic Bone Loss and
Associated Diseases

Sponsored by The Health Science
Center for CME

Supported by an educational grant
from Amgen, Inc.

Marriott: Grand Ballroom G-L

7:00p.m.—10:00 p.m.

Modern Advances in

the Understanding of

Bone Structure

Jointly sponsored by Postgraduate
Institute for Medicine and Fission
Communications

Supported by an educational grant
from Merck & Company, Inc.
Loews: Regency Ballroom

7:00 p.m. —10:00 p.m.

Emerging Evidence in the Differences
between Bisphosphinates

Jointly sponsored by the
Postgraduate Institute for Medicine
and Photosound Communications,
Inc

Supported by an educational grant
from The Alliance for Better Bone
Health, a collaboration between
Proctor & Gamble Pharmaceuticals
and Aventis Pharmaceuticals, a
member of the sanofi aventis Group
Marriott: Grand Ballroom E-L

8:00 p.m. - 12:00 a.m.

ASBMR Social Event

Supported in part by NPS
Pharmaceuticals

The Franklin Institute

222 North 20th Street

Philadelphia, PA 19103

Shuttle buses will be provided to and
from the official ASBMR hotels

7:00p.m.—-9:30p.m.

Seeds of a Revolution: Progress
on Reinventing the
Management of Metabolic Bone
Disease

Sponsored by Medical
Education Resources, Inc.
Supported by an educational
grant from Novartis
Pharmaceuticals Corporation
Marriott: Grand Ballroom G-L

Please note that the International Society for Clinical Densitometry (ISCD) Courses, the Industry-Supported Symposia (ISS), and the Working Groups are not part of the ASBMR Official
Scientific Program. These meetings are held in conjunction with the ASBMR Annual Meeting. The Sponsor/Organizer of each meeting is responsible for the organization and scientific
content of the educational activity. For the ISS, ACCME-accreditation is required and the programs must be in accordance with the Essential Areas and Policies of the ACCME as well
as with FDA guidelines. However, ASBMR expects that all authors and presenters affiliated with the ASBMR 28th Annual Meeting and the 2006 Ancillary Program will provide
informative and fully accurate content that reflects the highest level of scientific rigor and integrity. Please note the following definitions: “Supporter” refers to the supporting company
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2006 SUPPORTERS

The ASBMR gratefully acknowledges the following companiesfor their support:

DIAMOND LEVEL SUPPORTER
Merck & Co., Inc.

PLATINUM LEVEL SUPPORTER
Eli Lilly and Company

GOLD LEVEL SUPPORTERS
The Alliance for Better Bone Health
(Procter & Gamble Pharmaceuticals and sanofi-aventis U.S.)
Amgen, Inc.
NPS Pharmaceuticals
Roche Laboratories Inc. and GlaxoSmithKline

SILVER LEVEL SUPPORTER

Novartis Pharmaceuticals Corporation

BRONZE LEVEL SUPPORTERS
Abbott Pharmaceuticals

Pfizer, Inc.

FRIEND LEVEL SUPPORTERS
Elsevier Science
GlaxoSmithKline
GlaxoSmithKline Consumer Healthcare
Immunodiagnostic Systems
Merck Research Laboratories
Mission Pharmacal Company
Procter & Gamble Pharmaceuticals

sanofi-aventis U.S.
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2006 ABSTRACTS BOOK

Supported by an educational grant from the Alliance for Better Bone Health
(Procter & Gamble Pharmaceuticals and sanofi-aventis U.S)

— | ®
—®

This 2006 Abstracts book is distributed on-site at the Annual Meeting to all ASBMR members and non-member attendees. Non-
member subscribers to JBMR will receive the 2006 Abstracts book by mail. ASBMR members who do not attend the Annual
Meeting will receive their copy of the 2006 Abstracts book by mail following the meeting. The entire ASBMR Scientific Program
(invited speaker sessions, lectures, and abstract-based oral and poster presentation information), as well as the 2006 Ancillary
Program (Working Groups and Industry-Supported Symposia), are included in full detail in the On-Ste Program book and on the
ASBMR website at www.asbmr.org. We encourage you to make use of the 2006 Abstracts On-line that is accessible via the
ASBMR website at www.asbmr.org. A complimentary hard copy of the 2006 Abstracts book in PDF format will be available
for download for all ASBMR members and pre-registered attendees via the ASBMR website as well.

ASBMR ABSTRACTS ONLINE

Supported by an educational grant from Roche Laboratories Inc. and GlaxoSmithKline

The Abstracts Online program, which is accessible through the ASBMR website at www.asbmr.org, is an Internet-based search tool.
The program allows the creation of a personalized itinerary for the ASBMR 28"™ Annual Meeting program and allows customized
searches of abstracts.

ABSTRACTS-ON-CD-ROM

Supported by an educational grant from the Alliance for Better Bone Health
(Procter & Gamble Pharmaceuticals and sanofi-aventis U.S)

The Abstracts on CD-ROM is also a search tool which allows customized searches of the ASBMR abstracts. The CD-ROM will be
included in the ASBMR Annual Meeting delegate bags.

AWARD PRESENTATIONS

The following ASBMR Awards will be presented immediately before the morning Plenary Symposia and Plenary Lectures in Ball-
room B of the Pennsylvania Convention Center — the ASBMR Gideon A. Rodan Excellence in Mentorship Award, the Fuller
Albright Award, the Louis V. Avioli Founders Award, the Frederic C. Bartter Award, the William F. Neuman Award, and the Shirley
Hohl Service Award. Please refer to the schedule found in the inside cover of this book for award presentation times.

The International Bone and Mineral Society (IBMS) will also be presenting an award — the Sevgi and Gideon Rodan IBMS
Fellowship — just prior to the Friday morning ASBMR-IBMS Joint Symposia on Fat and Bone in Ballroom B.

ASBMR VIRTUAL EXHIBIT HALL

The ASBMR Virtual Exhibit Hall (www.asbmrexhibits.com) showcases Exhibitors and their products, many of which are present at
this year’s ASBMR 28" Annual Meeting. Visitors to the ASBMR Virtual Exhibit Hall are able to learn more about an Exhibitor’s
products and services, easily contact them for further information, and enjoy an Exhibit Hall experience at their leisure year-round.

CYBER CAFE
Supported by Amgen, Inc.

The Cyber Café, located in the Exhibit Hall, has full Internet capability and enables attendees to search the Internet and check their
email. The Cyber Café will be open during published Poster Hall hours.

NIH LOUNGE

If you are looking for another opportunity to ask U.S. National Institutes of Health and Center for Scientific Review staff about your
grant proposal or idea, please plan to visit the Meet-the-NIH Lounge in Room 101A of the Pennsylvania Convention Center and get
your questions answered. Program staff from the National Institute and Musculoskeletal and Skin Diseases (NIAMS), the National
Institute of Diabetes and Digestive and Kidney Diseases (NIDDK), the National Cancer Institute (NCI), the National Institute of
Dental and Craniofacial Research (NIDCR), National Institute on Aging (NIA), Center for Scientific Review (CSR), National Insti-
tute of Child Health and Human Development (NICHD), and more will be on-hand, by appointment, to meet with you. Be sure to
sign up for open time slots on-site.
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whom were reqular users :3 or more cays per weexl. Forty-gight percent of patients reported
whom wer: ar users. Among reqular aspirin or NSAID users. the incidence of uppe:
rse experiences i~ ACTONE: -eated patents ;24 b%: was simiar to that in placeo freated

be from ACTONEL. they sho.ld talk to their doctor

perormec. Rsecronate is not metabolized anct does not induce
ing enzymies :Cytockrome P450;

POSTMENCOALISAl

Protoin Pump Inhibitors (PPis):

nts enrolled i the ACTONEL Phase 3 asteoporo:
patients. tre icidence of upper gastrontestingl ac
{0 that in pacebe-treated patents.

Test Interactions:

e known ¢ ‘ntertere with the use of none imaging agerts. Specifc studies with ACTONEL
e,

Mutagenesis, Impairment of Fertility:

studies, 21% vsed H
2 Bxperel

3 andior
CTOMEL -treate

s stered danly
numan daily ose of 30

oral soses U to 24 ma'kgiday {(approvimately
g hased on surface area. mg/m’ There were
induced tumo “ind:ngs n nale or female rats. Tme nigh dose male group of 24 mgikgiday
yin the study iWeek 931 dae to 2 tuxic:ty. and data from this group were not incluced
jluation of the stucy resus  In an B0-week carcinagenicity study. mice were

0 32 mgkg/day appre; 30-myyttay human dose hased on surface area,
3 10 signiticast drug nd..2ec turor firdings in male or forrale mice.

ational Osteoporosis Fourdanen. /
52. 3. Reginster J-¥ Min-~ie Hi

At al at: el srgiostecoorosisidiseas

ts. him. A

of Fertllity:

in fernale rats, ovulation was inhibited at an oral dose of 16 mg/kg/day {approximately 5.2 fimes the 30 mg/day
human dose based on surface arca. mg/m-i Decreased implantation was noted in fernale rats treated with doses
=7 my‘kgday (approximatety 2.3 times the 30-mgiday human dose based on surface area. mg/m'y. In male
rats. testicular and epididymai atrophy and inflammation were noted at 40 mg/kg/day tapproxanately 13 times the
30-nwgiday hurran dose based on surface area. mg/m-1. Testicular atrophy was also noted in me rats after 13
weeks of treatment at oral doses of 16 mg/kg/day (approximatesy 5.2 times the 30-mg/day human dose based on
surface area mgim §. There was moderate-to-severe spermatid rraturation block atter 13 weeks i male dogs at
ar oral dose of 8 mg/kgéday (approximatety 8 tmes the 30-my/day human dose based on surface area. mg/m-l.
These findings tended to increase in severity with increased dose and exposure fime

Pregnancy:

Peegnancy Category C: Survnal of neonates was decreased in rats treated during gestation with oral doses
2106 mg/kgiday {approximately 5.2 tmes the 30-my/day human dose based on surface area. mgim’)
Body weight was decreased in neonales from dams freated with BG mg/kg {approximately 26 times the
30-mgiday human dose hased on surface area. mg/m'i. In rats treated during gestation. the number of
fetuses exnibiting incomplete ossification of sternebrae or skull was statistically significantly increased at
7.1 mgikgiday {approximately 2.3 times the 30-mgiday human dose based on surface area. mg/m*  Both
incomplete ossification and unossified sternebrae were increased in rats treated with oral doses =16 mg/kg/day
{approximately 5.2 times the 30-mg/day humar dose based on surface area. mg/m). A low incidence ot cleft
palate was observed n fefuses from temale rats treated wath oral doses =3.2 mg/kg/day [approximately 1 time
the 30-mg/day human dose based on surtace area. mg/n’y. The relevance of this finding to human use of
ACTONEL is urclear. No significant fetal assification effects were seen in rabbits treated with orat doses up to
10 myikg/day during gestation {approximately 6.7 times the 30-mg/day human dose based on surface area.
mg/ml. However, :n rabbits treated with 10 mg/kg/day, 1 of 14 litters were aborted and 1 of 14 fitters were
delvered prematurely

Similar 1o other bisphosphonates. treatrnent during mating and gestation with doses as low as 3.2 mg/kg/day
{approximately * ttme the 30-mg/day human dose based on surface area. mg/m't has restited in periparturient
Fypocalcemia and mortality in pregnant rats allowed to deler.

#isphosphonates are incorporated into the hone matrix. from which they are gradualy released over periods of
weeks to years  The amount of bisphosphonate incorparation into adult bone, and hence. the amount available for
release back into the systemic circulation. is directiy related to the dose and duration of bisphosphenate use. There
are no data or: fetal 7isk in humans. However. there 15 a theoretical risk of fetal harm predominantly skeletal, if a
warman becomes pregnant after completing a course of bisphosphonate therapy. The impact of variables sich as
tine between cessation of hisphosphorate therapy to conception, the particular hisphosphonate used. and the route
of administration {intravenous versus oraf on this risk has not been studied

There are no adequate and wel-controlled studies of ACIONEL in oregnant women. ACTONEL should be used
during pregnancy only if the potential benefit jusbhies the potential risk to the mother and fetus.

Hursing Women:

Risocronate was detected in feeding pups exposed to lactating rats for a 24 hour period post-dosing, mndicating
asmali degrec of lactea: transter. Itis not known whether risedronate is excreted in human milk . Because many
drugs are excreted in human milk and because of the potential for serious adverse reactions =n nursing ntants
from bisphosphonates, 4 decision should be made whether to discontinue nursing or to discontinue the drug.
taxing mto aceount the importance of the drug 1o the mother.

Pedlatric Use:

Satety and effectiveress n pedatric patients have not been establishec

Geriatric Use:

0f the patents receiving ACTONEL in postivenopausal osteoporos
of age. and * 7% were over 75, The correspording proportions
osteopoross trials. and 40% and 26% in Paget's disease trials
ere ohserved befween These patents and younger patients but g
cannot be ruled our

Use in Men:

Safety and effectiveness have Deen demonstrated in chnical studies in men receiving ACTONEL both for Paget's
dtisease and for trealment and peevention of glusocorticoid-induced osteoporcsis. r. the safety and
effectiveress in men for asteaperosis due to ofhe cawses have not beer established,

tudies. 47% were between 65 and 75 years
were 26% and 11% in glucocorticoid-induced
No overall differences in efficacy or safety
eater sensitivity of some older ndividuals

ADVERSE REACTIONS
Osteoporosis:

Labaratory Test Findings:

Asymptomatic and small decreases were observed in serum cakcium and phosphorus
decreases of 0.8% in serum calcwm and of 2.7% in phosphorus were observed at 6 mon
ACTONEL. Throughout the Phase 3 studies, serum calcium levels below 8 mg/dt were ob
(0.5%] n each treaiment arm (ACTONEL and placebel. Serum phosphorus levels below -

in 14 patients. 11 10.6%] treated with ACTONEL ane 3 10.2%%]

Endoscopic Findings:

freated with placebo

ACTONEL clinical studies enrolled over 5700 patients, many with pre-existing gastre
concomitant use of NSAIDs or asprin. investigators were encouraged to perform endo

with moderate-to-severe gastromtestinal complants,

while maintaining the blind. Th

ultmately performed on equal numbers of patients between the treated and placebo groi
75 {11.9%]) ACTONEL]. Across treatment groups, the percentage of patients with norm
and duodenal mucosa on endoscopy was similar (20% placebo, 21% ACTONEL; The r

withdrew from thy
findings on endoscopy were ¢

idies due to the eveat prompting endoscopy was similar across tres
Is0 generaily comparable across treatment groups. There s

reports of mild duodenitis 'n the ACTONEL group. however there were more duodenal ulce
Chnically important findngs {perforations. ulcers, or bleeding) among this symptomatic

between groups (51% placebo: 39% ACTONEL)

-a-week Dosing:

In a1 year. double-biind, muitcenter study companng ACTONTL 5-mg daily and AC
week in postmenopausal women. the overalt safety and *olerability profiles of the ?
were similar. Table 2 lists the adverse events in =2% of patients from this ‘riai  Eve

attribishon of causatity.

Table 2

Adverse Events Occurring in = 2% of Patients of Either Treatmen
Ins the Daily vs. Weskly Osteoporosis Treatment Study in
Postmenopausal Women

ACTONEL nas been studied in over 5700 patients enrolled in the Phase 3 induced
clinical tria's and in sostrrenopausal asteaporosis trials of up to 3-years duration. The overali adverse event
profile of ACTONEL 5 mg in these studies was sinilar to that of placebn. Most adverse events were cither
mild or moderate and did ot 'ead to discontinuation from the study. The incidence of serious adverse events.
n the placebo group was 24.9% and in the ACTONEL 5-mg group was 26 3%. Tne percentage of patients
who withdrew from the study due to adverse events was 14 4% aed 13.5% for the piaceho and ACTONEL
5 mg groups. respectively. Table 1 lists adverse events from the Phase 3 csteoporosis tnals reported in 22%
of patients and in mare ACTOMEL-treated pafents than placehc treated patents. Adverse events are shown
without attribution of causalty

Duotenitis and glossitis have heen reported wncommory {0.1% 10 1%} There have been «are separts {<0.1%!
of abnormal liver funcion tests

Post-marketing Experience:

5 mg Daily
ACTONEL
%
Body System (n =480)
Body as a Whole
Infection 19.0
Accidental Injury 106
77
Back Pain 92
Flu Syndrome 7.1
Abdominal Pain 7.3
Hsadache 7.3
Overdose 69
Asthenia 35
Chest Pain 23
Allergic Reaction 19
Neoplasm 08
Neck Pain 27
Cardiovascular System
Hypertension 58
P Syncope 06
| Vasoditatation 23
| Digestive System
Constipation 2.5
Dyspepsia 6.9
Nausea 85
Diarrhea 6.3
Gastroenteritis 38
Flatulence 33
Colitis 08
Gastrointestinal Disorder 19
Vomiting 19
Dry Mouth 25
Metabolic and Nutritional Disorders
Peripheral Edema a2
Musculoskeletal System
Arthralgia s
Traumatic Bone Fracture 5.0
Myalgia 46
Arthritis 48
Bursitis 1.3
Bone Pain 29
Nervous Systerm
Dizziness 5.8
Anxiety 0.6
Depression 2.3
Vertigo 2.1
Respiratory System
Bronchitis 23
Sinusitis 46
Pharyngitis 46
Cough Increased 31
o8
Rhinitis 2.3
Skin and Appendages
Rash 3.1
Pruritus 1.9
Special Senses.
Cataract 29
Uragenital System
_ _Urinary Tract Infection 29

Very rare hypersensitivity and skin reactions have been reported. including angi

rash and bullous skin reactions, some severe

Musculoskeletal:  bone, joint. or muscle pain, rarely described as severe o

PRECAUTIONS. Musculoskeletal Pain)

ble

Adverse Events Occurrlng at = Frequency 22% and in More

ACTONEL-Treated
c

Phaoe s o

Trials

Placebo ACTONEL 5 mg

Body System (n=1914) (n = t916)

Body as a Whole
Infection 29
Back Pain 23
Pain 13

29
26
13

Neck Pain

Angina Pecloris
Digestive
Nausea
Diarrhaa
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Neuraigia
Vertigo
Hypertonia
Paresthesia

Respiratory
Pharyngitis
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Skin Carcinoma

Special Senses
Cataract
Conjunctivitis
Otitis Med

Urogenital
Urinary Tract Infection
Cystitis
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Decreases in serum calcium and phosphorus following substantial overdose may
patients. Signs and symptoms of hypocaicemia may also occur it some of the

anacids containing calcium should be given to bind ACTONEL and redu

bsof

In cases of substantial overdose. gastric lavage may be considered to remo

Standard prox

edures that are effective for treating hypocalcemia, including 1

calcium intravenously, would be expected to restore physiologic amounts of io

refieve signs and symptoms of hypocalcertia.

n in female rats at 903 mg/kg and male
and rabbits was 4000 mg/kg and 1000

Lethality after single oral doses w:
The minimum lethal dose in v

represent 320 to 620 times the 30-mg human dose based on surface area (mg,

DOSAGE AND ADMINISTRATION

ACTONEL should be taken at least 30 minutes betore the first food or drink of the

To facilitate delwvery to the stomach. ACTONEL should he swallowed while the p:
position and with a full glass of plain water (6 to 8 oz}, Patients should not hie
after taking the medication {see PRECAUTIONS, General)

Patients should receive supplemental calcium and vitamin D it diefary intak

Generall. Caicium supplements and calcium -, aluminum-, and i
medmauoﬂs may interfere with the absorption of ACTONEL and should be taken at
day. ACTONEL is not recomimended for use in patients with severe renal impairmen

«<30mL/min). No dosage adjustmentis necessaryin patients with a o

the elderly.

atinine clear:

and P of P
{see INDICATIONS AND USAGE):
The recommended regimen is:

* one 35-mg tablet orally. taken once a week

or

 one 5-mg tablet oraily, taken daily
of

and P
(see INDICATIONS AND USAGE):
The recommended regimen is:

* one 5-mg tablet orally. taken daily

Dist. by: Procter & Gamble Pharmaceuticals, Inc.. TM Owner. Cincinnati. OH 48

Marketed with: Aventis Pharmaceuticals Inc

Kansas City. MO 64137
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