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Chemisrty Section , MNPC) » # #| i # 43 i # P (Pharmaceutics and
Drug Delivery Section, PDD) » # # # # ¢ P (Pharmaceutical
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S ANAHEE (1) FHMitiw & (Symposium) < (D R EH &
(Rountable)  (3) %Mt 4 (Open Session) - (4) UM% - B4
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1. Annual Product Review--How to Comply with Regulatory and Industry

Requirements

2. Chirality: Implications In Drug Product Development

3. Clinical Trial Simulations



4. Evaluation and Investigation of Out-of -Specification Results—A
Methodical and Rationale-Based Approach

5. Fundamentals of the Use of USP-NF and the Standards Development
Process

6. Process Development and Equipment Considerations of Solid
Dispersions-Case Study

7. Regulatory Issues for Analytical Sciences

£ ¥ % — it & Chirality: Implications In Drug Product
Development B i@ ¢ 911 B4 ¥4 » 67 ik do gt it - EERFEN X
RE -

+ A =+ — 8 F 44 Colorado Convention Centerk&#ﬁﬂﬁﬂ%
Hik K4 > diDr. Kenneth W. Lemi% 4= 2) 4k & & X 4 = & Dr. Ronald T.
Borchardt % # i@ & 1 £ X B 4% -+ it 1A Pharmaceutical Sciences:
Climbing New Heights¥ Ff] 4 % 3% (Opening Session) » B 48 & $ Al it
RAR 8% ¥ o 88 L 45 Adam’s Mark Hotel# — kit > A ¥ B4 4 7
EREENS I EXHSARAAEEAAEAL  $ b E BN
AR -

+ A=+ =18 % L £ Colorado Convention Center X B X

Evolution of Pharmaceutical Sciences: Climbing to New Heights in the

21st century 2 SR #4745 %) % 3% (Plenary Session) 4% B 72001 4-AAPS

FRZAR  EANBEEMYH 4T ¢

1. Pharmacokinetics—Scaling the Hurdles in Drug Discovery and
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Development

2. Meeting the Future Challenges in Drug Delivery—Let the Science
Win!

3. Pharmaceutical Macromolecular Systems: Does Size Really Matter?

4. Evolving Regulatiory ”RISQ” Oversight: Rules, Innovation, Speed,
Quality
#+A=—+=—BTFTHFE+A=1+28 HHEEFTEATH &

M RXBRREA B -BATE  RAARBARYE  SRBRZH
X ¥ -
— ~ ¥ M1 4 (Symposium) : AAPS HiH$E - FERTFH 38 EE
M RAMRE » #£31 181 & -
(—) Analysis and Pharmaceutical Quality of Biotechnology Derived
Products: From Development to Production (5 & )
(=) Drug Delivery Devices for Biotechnology (5 %)

(=) BCS Extensions: Use of In Vitro Dissolution Methods to Support
Waiver Requests for BCS Class I (Veterinary) and Class II and III

(Veterinary and Human) Compounds (5 &)

(m) Emerging Pharmaceutics Strategies for More Efficient Drug
Candidate Identification (4 %)

(&) Genomics: Impact on Drug Discovery and Marketing in the New

Millennium (4 &)



(7%) PK/PD Issues in the Elderly (5 %)

(+) Recent Developments in Salt Screening, Characterization and
Selection (5 %)

(A\) Emerging Technologies: Regulatory Aspects and Detecting Solid -
State Changes during Drug Development (5 %)

(A) Lipid-Based Prodrug Products and Technology: Regulatory and
Development Issues (5 %)

(+) New Analytical Technology Applications For In Situ Analysis of
Dosage Forms (5 &)

(4 —) Novel Tools to Study the Mechanisms, Expression and
Regulation of Drug Transporters (b &)

(4 =) PK/PD: Can It Be an Alternative/Supportive to a Well Controlled
Efficacy Study for Registering a New Drug as per FDAMA? (5 &)

(+ =) Validation of Computerized Systems in Drug Development (5 %)

(+m) Application of Multiplexing Binding Assays in the Quantification
of Biomarkers (5 %)

( ;l-i) Oral Dosage Form Development for Poorly Water-Soluble Drugs:
Challenges and Opportunities (5 %)

(4 75) Process Control of Solid Dosage Form Unit Operations (5 &)



(4 +) Role of Drug Transporters in the Brain (5 &)
(4+\) The Success and Challenges of Bioinformatics and
Pharmacogenomics in Drug Discovery and Development (5 %)
(+ 7/u) Utility of Various Commercial Software Packages to Expedite
Clinical Drug Development (4 %)
(=) PQRI Proposal on Blend Uniformity Analysis (3 &)
(=+—) Transcriptional Regulation of Drug Metabolizing Enzymes:
Novel Tools to Study Human CYP Inductiont (5 %) .
(=-+ =) From Biological Thinking to Applications of Polymers in
Pharmaceutical Technology Development (5 %)
(= =) Harmonization and Interpretation of Bioanalytical Method
Validation Guidance and Workshop/Conference Reports (5 &)
(=+m) Non-Chromatographic Methods in the Pharmaceutical Quality
Control Environment (4 &)
(=4 #) Penetration of Drugs and Macromolecules in Solid Tumors (5 & )
(=-+7) PK/PD Modeling: Issues and Opportunities in Drug
Development (5 &)
(=++) Structural Biology of Transport Proteins: Advances in

Crystallization, NMR and Modeling (5 &)
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(=4 /\) Cellular Gene Delivery (5 &)
(= 7u) Pediatric Exclusivity: Focus on Clinical Pharmacology and
Biopharmaceutics Issues (5 &)
(=+) Persistent Metastable Forms of Pharmaceutical Solids - Theory,
Prediction and Analysis (5 &)

(=+—) Strategies for Developing Global Specifications for New Drugs
and Their Impact on Release of Products for Global Clinical

Trials (5 &)
(=+4=) The ABQs of Clinical Chemistry (5 &)

(=+ =) Biology Meets Mathematical Modeling: How Advanced
PK/PD Analysis Techniques Facilitate the Clinical Drug

Development of Biotechnology Products (5 %)
(=+w) Functional Excipients and Novel Delivery S.ystems GB)
(=+32) In Vitro Testing Methods for Topicals and Transdermals (5 %)
(=+7%) Microdialysis in Industrial Drug Development (4 % )
(=++) Predicting Long Term Stability of Drug Products Using
Physical Characterization Techniques (4 %)
(=4 ) Validation & Performance of Ligand-Binding Assays -
Bioanalytical Issues and Potential Solutions (5 &)

= W #£E#% % (Roundtable) : ;s %H - EXR T 12 @ EME .
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(—) Emerging Drug Distribution Channels and Its Impact on
Pharmaceutical Industry, Pharmacy and Patient Care (2 % )
(=) Perspectives in Powder Flow Characterization (2 &)
(=) Building Credible Simulations (2 %& )
(@) GMP Audit Guidelines For Excipients (2 %& )
(£) Characterizing Complex Absorption Kinetics (2 &)
() Gene Therapies For Ocular Diseases (2 %)
() Current Issues in Drug Efflux Transporters: Industrial Perspectives

28

(/) Injectable Nanosuspension Formulations of Water-Insoluble Drugs
@28)
(#.) Small Scale Formulation and Process Development of NCEs (2 &)
(+) Tools for Robust Process Development (1 %)
(4 —) Effective Partnering with Contract Laboratories (1 &)
(+ =) Non-Liposomal Lipid Bilayer-Based Systems (2 %)
=~ 2K & (Open Session) : 1 & - EXR T 4 A EMHF X
B eERWIL -

(—) Analytical Laboratory Management System
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(=) Pediatric Rule: Mandating Clinical Trials in Children—Is It Time to
End Guesswork in Dose Selection for Children?
(=) Validation of Analytical Instruments: A Search for Scientific

Rationale

(m) Metabolites - When Are They Important in Preclinical and Clinical

Drug Development?

w9 - O 8E4R4% ~ BE 4R34 X 3135 8 (Contributed Paper Podium and Poster
Sessions) : WX HEAZ XA B —MAhWRXER M4
BRI ©

()X ERHmr - e 8MmMEM LEXRODHE -
1. Drug Delivery and Pharmaceutical Technology (6 %)
2. Pharmacokinetics, Pharmacodynamics and Clinical Science (6 &)
3. Current Topics in Medicinal and Natural Products Chemistry (10 B)

' 4. Recent Advances in Drug Delivery (10 %)

5. Analysis and Pharmaceutical Quality (3 %)
6. Biotechnology (4 &)
7. Regulatory Sciences (6 %)
8. State of the Art in Population Analysis (10 &)

(=) ~ BARR &4 ¢ e3E 52 ﬂﬂiﬁi & 204T R -

1. Population Analysis (23 %)
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2. Metabolism (31 &)

3. Chromatographic Methods I (74 %)

4, Spectroscopic Techniques (18 %)

5. Formulation & Stability (159 &)

6. Medicinal & Natural Products Chemistry (50 &)

7. Preclinical/ADME and Toxicology (40 %)

8. Chiral Analysis (5 &)

9. Immunoassay (14 &)

10. Microdialysis (11 &)

11. Drug Design and Therapy (8 &)

12. Pharmacokinetics of Biotechnology Products (70 %)

13. Absorption and Transport (132 &)

14. Topicals (56 %)

15. Controlled Release, Process Development and Aerosols (94 &)
16. Clinical Pharmacokinetics and Pharmacodynamic Studies (35 %)
17. Clinical Drug/Drug Interaction Studies (23 %)

18. Modeling Techniques (6 %)

19. Regulations and BA/BE (12 &)

20. Bioanalytical methods (22 %)

14



21. Emerging Technologies (20 %)

22. High Throughput Screening (20 %)

23. Drug Delivery (185 %)

24, Physical Pharmacy (29 %)

25. Economic, Marketing and Management Sciences (51 %)
26. Dissolution In-Vivo-In Vitro Correlation (37 %)
27. Bioanalytical and Validation (40 %)

28. Dietary Supplements (8 %)

29. Purity/Impurities (2 &)

30. Clinical Drug Therapy (13 %)

31. Clinical Pharmacology/Toxicology (26 &)

32. Controlled Release/Delivery (104 &)

33. Lipids (3 &)

34, Parentals (7 %)

35. Solids/Semisolids (75 &)

36. Safety (1 &)

37. Stbility of Marketed Products (1 %)

38. Veterinary Medicine (1 %)

39. Chromatographic Methods II (67 %)

15



40. Validation (16 &)

41. Analysis and Characterization (28 &)
42. Bioprocessing and Manufacturing (6 & )
43, Dilivery Systems (55 &)

44, Vaccines (9 &)

45. Physical Pharmacy and Preformulation (166 %)
46. Transdermals (8 &)

47. Process Scale-up (13 &)

48. BA/BE (18 &)

49. Absorpton and Metabolism Issues (9 %)
50. Bioanalytical Technique (19 %)

51. Capillary Separation (9 &)

52. Pharmaceutical Cell and Molecular Biology (104 %)

- 4% & ¥ & 7% ¥ (Exhibitor exposition) :

SRS BRERE - TRKRD T - TR - RA R

2 8) ~ BB AR R 2 8) B ¥ ¥ &3 % 8 2> 5] (Contract Research and

Analytical Services) ¥, X## 554 R #H 4R ' d+A-—+=—BT#

E+A-—twm A TFHASR  KMROMT - BB 23 - BRK
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2. AR R¥ %)% 2L Evolution of Pharmaceutical Sciences: Climbing to
New Heights in the 21st century &8 » iR fTR2 AL B H 2
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FEI - REM R B BRYRURBEGAHEH -
AEAATEYRELEAMEBEAKRE BB ERBEL
Transporters( o P-Glycoprotein)43i%é & & F & & # 79 -

L AEEMaH T EZBXALC/MS & LC/MSMS R % AR
Bioanalytical method validation X % #H LC/MS & LC/MS/MS #
# » B A Biological samples 8 ¥ EEZMRARMEHALRALE >
AERBERASAEREEYS - BLMFE LCMS &
LC/MSMS 2 o# AR B MYUBARBRYGHE - £ 28
TRERERBEN -

. ® Dr. Gordon L. Amidon X 4%#$3 ¥4 In Vitro Dissolution X% % X,
1 % M BA/BE Mz £ M » ¥ ¥ 7 & il Biopharmaceutics
Classification System(BCS)# MK ERERFR N 4R O H
5h» B3t BCS BATAMR EXBMARKRRIX BCS A%a £
BA/BE #2823 o ## BCS 2B A » B 77 FDA & 48
FEMA BAASHEANE L — 68 %8R M4 B Dissolution
profiles tt#f -

AR FRRPAXBRARR N TRES S TR R4
EMEXENGTTH - BREMBSADARMF N - H2
EMRAZH LI SN RRE -
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