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BIOGRAPHY C.C.F, VIDOTTI
C.C.F, Vidotti
Federal Council of Pharmacy Brazil

Pharmacist, Master in Pharmacology and doing Ph.D. in Health Sciences.

Technical Manager of the Brazilian Drug Information Center (CEBRIM), within the
Federul Council of Pharmacy(CFR), T have expertise in drug information, Medicines
Information Center minagement, edition of drug bulletins, eam warlk, drug nomenclature,
selection of drugs, pharmacovigilance, pharmacoepidemiology and public health, T have
helped training of many pharmacists to set up Medicines Information Centers in Brazil and
in Latin America. Curenily, 1 am member of the three Brizilian government commitiess of
drug namenclature, drug selection and pharmacavigilunce in community pharmacies,

BIOGRAPHY M, FREITAS DIAS
M. Freitas Dias
Brazilian Health Surveillance Agency Brazil

Pharmacist, Master in Pharmacclopy. Head of Pharmacavigilance, Brazilian Health
Surveillance Agency (ANVISA), since July of 2001, Member of The Advisory Committee
an Safety of Medicinal Products (ACSoMP), Werld Health Organization, since October,
2003, Member of The Joint CIOMS/WHO Working Group on Vaccines, since November
2005. Member of Pan Ameriean Network for Drug Regulatory Harmonization — Working
Group on Pharmacevigilance, since March 2006. 1 have expertise on regulatory
pharmacevigilance, rational drug use and pharmacoepidemiology. Since 2005, I am
responsible for 2 new programme for community pharmacies and pharmacovigitance i
nationwide,
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BIOGRAPHY C. DUGGAN
C. Duggan
University of London United Kingdom

Catherine is Director of the Acudemic Department of Pharmacy and Sentor Clinical
Lecturer at the School of Pharmacy, University of London, She has responsibility for
integrating research inte practice, ensuring that professional education and training is
seamless and lifelong, Her research interesty include development and evaltation of
evidence-based practice from policy level to practice implementation and improving
communication between professionals and patients,

Catherine has published over 50 papers and articles and more than 80 abstracts. She i
regularly invited to speak at nationa] and international eonferences and meetings and has
been successful in securing £350,000 in research income. Catherine has worked with
primary care research networks; with academics and practitioners both nationally and
internationatly and has experience of managing PhD, Masters und audit prajects, She has
wide experience of developing und delivering modules and options for both undergraduates
and postgraduates, linking these courses to professional practice. Catherine reputarly
reviews papers for academic journals and sits on several committees to judge grant
applications She sits on an ethics committee and has been commissioned 1o wark at the
Department of Healih to co ordinate phurmacy R&D at policy level,
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BIOGRAPHY N.J, MACKINNON
I. MacKinnon
Dalhousie University Canada

Dr, Neil MacKinncn is the Associate Director for Research and an Assaciate Professor at
the Dalhousie University College of Pharmacy in Halifax, NS, Canada, Neil is also cross-
appointed to the Department of Community Health and Epidemialogy, Faculty of
Medlicine, and to the School of Health Services Administration, Faculty of Health
Professions.

Neil completed a BSc (Pharm) degree from Dalhousie, a M.Sc. in Hospital Pharmacy
degree and an Advanced Administrative Residency at the Universily of Wisconsin Hospital
and Clinics, a Ph.ID, in Pharmacy Health Care Administration at the University of Florida
and & Research Fellowship at the DuBow Family Center for Research in Pharmaceutical
Care with Dr. Charles D, Hepler,

Neil's primary research interests include studying adverse consequences of medication nse
such ns preventable drug-related morbidity and medication errors. He is currently the PI or
co-investigator cn several research granis studying these issues including a swdy
develeping medication safety indicators funded by the Canadian Patient Safety Institute.

Neil edited a book on seamless care published in April 2003 by the Canadian Pharmacists
Association and he is cutrently working on a book on the safety and quality of the
medication use system, Neil has suthored or co-authored over 60 papers in the peer-
reviewed literature and has given aver 100 presentations at scientific meetings, speaking
frequently on medication safety issues. Neil is a two-time recipient of the Jessie L.
MacKnight Award for Teaching Excellence, as selected by the senfor yenr pharmacy
students at Dathousie University.
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BIOGRAPHY J.C. MCELNAY
1.C. McElnay
Queen's University Belfast Northern Ireland

James C. McElnay is Professor of Pharmacy Practice and Chairman of the Clinical and
Practice Research Group in the School of Pharmacy at the Queen’s University of Belfast,
N. Ireland, He is 4 past president and Fellow of the Pharmaceutical Society of Narthern
Ireland, u Fellow of the Americun College of Clinical Pharmacy and a Fellow of the Royal
Pharmaceutical Society of Great Britain, e has recently taken up the position of Dean of
the Faculty of Medicine, Health and Life Sciences at Queen’s, His main research interest is
in developing processes and systems which lead to 1he safe and effective use of medicines
within both primary and secondary care, As such he is an active member of the
Pharmaceutical Care Network Europe {PCNE),

BIOGRAPHY R.J. MOLES
R.}. Moles
The University of Sydney Australia

Rebekah Meles is a young Australian Pharmacist werking in the Faculty of Pharmacy at
the University of Sydney. She has recently completed her PD thesis which explored
pharmacy services in Private Hospitals. She is currently the Vice President of Australasia
in the Hospital Pharmacy Section, 2 National Councillor on the Society of Hospital
Pharmacists of Australia and an active member of the Pharmaceutical Society of Ausicalia's
NSW Branch of Young Pharmacists.
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BIOGRAPHY TH.F.J. TROMP
Th.F.I. Tromp
QIPC/Flevowijk pharmacy Netherlands

- Graduaied ot Groningen University in 1973,

- Community p heymucist in Kampen in 1980 (until today), o staff of 3 phurmacists and
approx 10 assisiznts and supporting team members. Taking care of apprax 12.000 patients;
- PHDD Thesis in 1983, -

- President of the Royul Duteh Association for the Advancement of Pharmacy (KNMP),
1988-1993. Acliw in many committees covering e.g. quality, ethics, pharmaceutical cure
and care protocok;

- Profiessor In Phwmacentical Care, University of Graningen, 1991-2002;

- Member and president of (he executive commitiee of the Evropean Association for
Faculties of Phiirmacy and chairman of 1he Task Force for the develapment of a curriculum
for Pharmaceutical Caré in the European Ficulties, 1997-2002;

« (Founding) mertber of the Pharmaceutical Care Network Burope (PCNE);

- Member of the Duich delegation of the Pharmaceutical Group in Eurcpe (PGEU), 1088-
1998;

- (Founding) meriber of und delegate to the EuroPharny Forem (BPF), 1992-today;

= Vice pl (hmmediate past) president of the Community Pharmacy Section {CPS) of FIP,
1991-2000;

= Chairmun ef the Board of Pharmacentica] Practice (BPP) of FIP, 2002-..;
- Member of FIP Buresu, 2002-,.;

- Founder and diector of the Quolity Institute far Phacmacentiez] Care (QIPCY,1997-..., 10
support pharmacists 1o develop and implement Pharmucenticat Care in their pharmacies.
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BIOGRATHY Y. GOMITA
Y. Gomita
Okayama University Hospital Japan

Dr, Gomita is Professor of Ckayamu University and Director of Pharmacy
Department of Okayama University Hospital as well as Head of the Center
for Clinical Research of New Drog und Therapewics, He has
responsibilities for educating clinical pharmacology and clinical
phannucy 1o the students of medicalidental szhoal and pharmacy school,
and for inegrating the pharmaceutient works of hospitul pharmacists
including the dispensing, maanfacturing , therapeutic drig menitoring
und phurmaceutica! caring to patienls in Pharmacy Departmeant, and )50
contrelling the various kinds of works in Center for Clinical Researcl
of New Drug and Therapeutics. His research interests include
experimental and clinical pharmacology, and clinical pharmacy,
especiully in aspect of psychopharmacolegy, newropharmacology, and
elinical trinls. He has published over 180 papers in English and
Japunese.

Dr. Gomits acted as one of the directors of Japunese Society of
Hospital Pharmacists (1998 1999, 2004 2005) and Japanese Society of
Pharmiaceulical Health Care and Sciences (2004-2005), respectively,
Further he sponsored as a president of The 15th Annual Meeling of
Japanese Seciety of Pharmaceutical Health Care and Sciences (2005).
Regionully he is acting us & president of Ckayamu Hospita! Phartmacist
Assoristion from 1993 and promoting to provide betier pharmaceutical
care for patients by making net-work with hospital pharmacists and
commumity pharmicists.
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BIOGRAPHY RW.HOLLAND
R.W. Holland
Management Sciences for Health United States of America

Ross W. Halland, Ph.D,, Ed.D,, FPS, FASHP, FAIPM, FACPP, has been uclively
invplved in community pharmacy ewnership or manapement for almost 40 years, In
addition he has beeninvotved in clinfeal pharmacy, hospits] pharmacy management, the
voentional educalion of pharmacists and nurses, educational administration and medical
educution,

Over the yenrs Ress hus been involved in many areas of praciice change relating to the
implementation of pharmuey services, His doclorn! studies in the fueulty of medicine at the
University of New South Wales revolved around praciice change for pharmacists, This
lead (o working witha colleague with siniilar interests, Dr Christine Nimmo, lo jointly
crente o sysiemi be approach to implementation of new practices amongst healh care
practitioners, 4 § ystem that is now employed in many coutries. Together they have written
extensively nbout practice change in both community and hospita} pharmacy,

Priar Lo Lis reloestion 1o the Uniled States of America four years ngo Ross was Dean of the
Australizm Calle e of Pharmucy Pruclice, Rass is still actively invalved in education and
truining &8 Senior Manager, Capacity Building for Performiance Improvement at
Management Scienees for Healih, # not-for-profit international organization providing
pharmicy management systems support to developing countries, Currently he is designing,
developing and i mplementing programs for medical and pharmacy professionals working
10 inprove refiable aceess (e and rational use of medications and pharmaceutical supplies
of medicines for HIV/AIDS, malaria, (uberculess, infecfious disenses and child and
maternal health in over 50 countries worldwide,

BIOGRAPHY L.C. VERMEULEN
L.C. Vermeulen
University of Wisconsin Hospital Urited States of America

Lee Vermeulen is the Direcior of the Center for Drug Policy in the Department of
Pharmiey at the Universily of Wiscensin Hospital and Clinies, and Clinical Associate
Professor at the UW-Madison Schoo! of Pharmacy. He received a Bachelors Degree in
pharmacy from the University of Buffalo, and 3 Masters in pharmacy administration from
the Universily of Wiscansin-Mudison. He completed residency training in pharmacy
practice and pharmacy administration at the University of Wisconsin Hospital and Clinics,
and served u fellowship in medical technology assessment at the University Healthsystem
Consortium. In his role a1 the UW Hospital and Clinics, he leads a Targe team of
pharmacists responsible for drug policy analysis and drug formulary management for both
his academic medical center and for Unity Health Insurance, an 85,000 member managed -
care crgunization owned by the UW Health system, Mr, Vermeulen alse conducts health
services research wilh a focus on studies that measure the value of both medieation therapy
and clinical pharmacy services, He is involved in the evaluation of technology
develepment and diffusion, particularly in the pharmoceutica) markel, and he publishes
annual fareeasts of the medication development pipeline and forecasts of the rising cost of
medications. His previous scholarly work has focused on measuring the impact of various
health-system medication use policies and programs. Mr. Vermeulen is active in several
professional organizations, including the Pharmacy Society of Wisconsin, ASHP, ACCP,
and currently serves us the Assistant Secretury of the Hospital Phurmacy Section of FIP,
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MEDICINES MANAGEMENT AS PATIENTS MOVE BETWEEN
HOSPITAL AND COMMUNITY: LEARNING LESSONS FROM
SEAMLESS CARE
C. Duggan
University of London United Kingdom

For more than a decad, it has been widely known that patients moving between hospital
and community are at risk of unintended changes to supplies of medicines. These risks
increase with age and corespending increases in prescribed drugs and have been shown to
oceur a8  result of communication breakdowns between the two healthcare sectors, Many
interventions have determined the information required by pharmacists working in the
commnity to resolve these problems and, indeed, the positive effects providing such
information has: for every 19 patients discharged with simple information about the drugs
they have been prescribed at the point of discharge to take to their community pharmacist,
un adverse event o 2 result of an unintended change to therapy is prevented, The costs of
such an intervention were minimal at the time, especially given the measurable benefits to

* patients and with the implementation of electronic communication, will continue to
decrease. In addition, the community pharmacists were shown to be competent to deal with
such information and resolve any drug retated problems with their general practitioner
collezgues. The barriers 1o resolving such problems seem to be breaking down,

Further research has gone on 1o identify the potential risks for a readmission ta hospital as
4 direct result of such drug related problems. The study found an increased time to
readmissicn in the wial group who were provided with more detailed information regarding
changes made to medicines whilst in hospital for patients to take 1o heir community
pharmacist. Previous admissions to hosptal, increased numbers of prescribed drugs,
complex acute diagnoses and changes to medicines all contributed significantly to this
increased risk. All were related to prescribed drugs, all required the input from a medicines
expert, the phirmacist. In addition to the wide body of reseurch, policy documents have
been praduced in response 1o ndverse events that oceurred due to such communication
breakdowns, These have provided deailed accounts of why such events occurred and
guidance on how to prevent such breakdowns in the future. Lessons should be learnt.
Phurmacists as the experts in medicines should now rise to the challenge of proving
curselves as experts in medicines minngement. Both my Jecture and accompanying
werkshaps will discuss the evidence, the research and the policies, share experiences from
different settings and different countries 1o increase our understandi ng and to leitrn the
lessons of seamless care,

ABS R2-3

WHAT DOES SEAMLESS PHARMACEUTICAL CARE LOOK LIKE?
1, MacKinnon
Dalhousie University Canada

Abstract - This presentation will introduce the eight essential elements of 2 sufe and
effective medication use system, Each element will be discussed in turn with atiention paid
1o the importance of ench element and wivat happens when that element is ot in place.
Practical solutions will be provided for each elzment. Participants should leave this
presentation with o greater understanding of what encompasses u seamless phartacentical
care system and how to obtain it in their practice setting.

ABS R2-4

INTEGRATED MEDICINES MANAGEMENT (VM)
1.C, McElnay
Queen's University Belfast Northern Ireland

In Northern Ireland we (a collaboration between the Antrim Area Hospital and the Schoal
of Pharmacy at Queen's University Belfast) huve developed an ‘inteprated medicines
rmanagement’ (IMM) service which addresses the three main stages of the ‘patient’s
Jjourney" while in hospitul i.e. (i) admission, (i) inpatient stay, and (iif) diseharge. The
service s delivered primarily by clinica} pharmacists, with some aspects delivered by
accredited phurmacy technicians, On admission an accurate drug list (Kardex) is
constructed using information from the patient and/or carer, the patient’s own, drugs, the
patient's GP and the patient's comsmunity pharmacist, and o pharmaceutical care plan i
developed. During the inpatient stay the patient's drug treatment is reviewed and
monitored, taking inlo account therapeatic goals, clinica) Faboratory findings and the
patient’s response to treatment, Data relating 1o this inpatient manzgement are accessed
and/or recorded via a handheld compwer which connects wirelessly to the main hospita! {T
system, Counselling, tailored to meet the patient's needs, is carried out on a routine basis,
At patient discharge, the clinical pharmacist draws up the discharge prescription and a
medicine information sheet, while 4 pharmacy technicinn assesses which drugs need to be
dispensed (taking account of the patient’s own drugs which have been collected on
admission, To help ensure continuity of care, letters are faxed to the patient's general
tedical practitioner (GF) and community pharmacist, outlining alt medications, any
changes in medication and pertinent findings while in hospital, Finally the patient is
advised on follow-up care, The impact of the IMM service on a range of outcome
measures e.g, lenglh of hospital stay and hospita) readmissions in the 12 months post
discharge (both of which have been significanly improved) wil be presented,

FROM HOSPITAL TO HOME - AUSTRALIAN RESEARCH
R.J. Moles
The University of Sydney Australia

In recent times, there has been much focus on the gap between health care settings,
particularly with regard to patient discharge from hospital, Mechanisms to improve
continuity including co-ordination and collaboratior: between providers and discharge
Pplanning, are processes by which continuity may be schieved. The Australian
Pharmacevtical Advisory Ceuncil (APAC) in 1998 published the ‘National guidelines to
achieve the continuim of quality use of medicines between hospital and community',
Despite the wide distribution of such guidelines, the literature shows that there has been
poor compliance with the guidelines. Processes and outcomes of Australian research in this
areq will be presented and discussed,
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DATA EXCHANGE AS AN ESSENTIAL TOOL FOR IMPROVING
SEAMLESS CARE
LW.F. Van Mil', Th,F), Tromp®
"Wan Mil Consultancy Netherlands *QIPC/Flevowijk pharmacy Netherlands

As far back 2% the eightles in the last century, the importance of data exchange in the
imerest of the puiient was already recognised in (e Nelherlands, At that time GPs and
community pharmacies in the same town or region staned 1o use the same sofiware for
preseribing and dispensing and were linked by dedicated telephene lines,

With the increasing emphasis put on quality control in healtheure, other praviders and the
insurances ulso realised that dita exchange could be beneficial for the patient. In 2000
NICTIZ, a platform between different umbrella organisations from patients, doclors and
other providers, and jnsurances founded to slimulate the exchange of datu between all
warkers in healihcare, By the end of 2006, a1l health care providers should be finked and
ready for three types of duta exchange; e-locum, e-medicines, and e-invoicing, This
deadline prabably will be postpaned with another 1-2 years because of 2 nunber of
practicul problems, including the Jack of necessary infrogtruciare, differences between
systems (handshakes, coding), different spurces for data about the same patient
{GP/pharmacy/hospilal), and identification and privacy issues. However, phurmacies, GPs,
locums and hospitals akeady exchange information on i regional scale though OZIS or B-
20rg,

During the presentation the current situation in the Netherlands will ke outlined, and 1he
barriers and facilitators for dats exchanpe will be discussed.

THE PHARMA CEUTICAL CARE INCLUDING RISK
MANAGEMENT FOR PATIENTS IN JAPAN --COOPERATION
BETWEEN HOSPITAL ANIVOR COMMUNITY PHARMACIES AND
PHARMACY SCHOOL--

Y.G. Gomita
Okayama University Hospital Japan

n Japan, 1o offer patiems appropeiate pharmaceatical care including risk management, the
separntion of pharmacy from hespital (or clinic) was institutionalized legally by the luw for
physicion, dentist and phurmacist approximately 40 years ago, However, it had nol been
readily advanced for muny yeirs because of the long history that the physician gave
medication. Durirg the past two decades, the division of dispensing and pharmaceutical
care in phurmacy has been developed und spread rapidly, At present, over 50 % of 1he
dispensing of prescriptions given by hospitals and clinies to out-putients is being done at
pharmucies in Japan, Some problems have not been completely cleared off this system yet.
For example, the lack of rapid corresponcence 10 emergency, insufficient skills of
prescriplion-check & dispensing tnd the lack of medica!l instruction with sufficient
information from the hospital are arisen a5 demerits in patient side. Effort is being done by
the associutions of hospital pharmacists and community pharmaeigts in some prefectures
and areas to solve those problems that we have and Lo provide better pharmaceutical care
for patients. Recently we initiated cooperation with medical doctors and community
pharmacists have begun (o visit patients' home for pharmaceutical care. It might become
possible to corry out the individual medical treatment and care including risk management
sepuralely by physicians und pharmacists. In addition, callaboration between pharmacy
school and hospital/cammunity pharmacists is another key aspect in today's
pharmaceutical care system with risk management, In many cases, immediate measures
should be taken 1o cope wilh clinical emergency, such as an immediate assay of blood
concentration of drug, drug information of new medicine and so on,

Therelore, u tie-up between pharmacy school and clinical sites 28 mentioned above is
necessary for offering patients appropriate pharmaceatica] care, and it may contribute 10
the risk management in medical scene,
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BIOGRAPHY 1.J. SASEEN
1. Saseen
University of Colorado United States of America

Dr. Jaseph Saseen is an Associate Professor of Clinical Pharmacy and Family Medicine at
the University of Colorado at Denver and Heallh Sciences Center in the United States, He

received his B.S. and Doctor of Pharmacy degrees from the State University of New York .

at Buffalo, and completed an Ambulatory Care Research Fellowship at the University of
Iinois/University of Colorado, Dr. Saseen is a Clinical Pharmacy Specialist in the
Department of Family Medicine at the University of Colotado Hospital. Dr, Saseenis a
board certified pharmacotherapy specialist with added qualifications in cardiolopy, He is a
member of the board of regents and is a fellow of the American College of Clinical
Pharmacy, Dr. Saseen has several publications and text book chapters related mostly to
cardiovascular pharmacotherapy, He has won several 1eaching awards at the University of
Colorada, most recently he was the recipient of the President's Excellence in Teaching
Award in May of 2006,

BIOGRAPHY C-M., LEHR
C.-M. Lehr

Saarland University Germany

Professor Ler is head of the Depariment of Biopharmaceutics and Pharmaceutical
Technology at Searland University, Germany since 1995, His scientific interest is focusing
on biological barriers. One line of his research is dedicated ta new cell cultire models {e.z.
lung, skin, eye), another one to advanced drug carrier systems (e.g. nanoparticles,
liposomes and specific bioadhesion). Reeently; his wark has been recognized by the APV
Research Award 2006 for Outstanding Achievements in the Pharmacentical Sciences.
Mareover, he coordinates the EU-funded GALENOS network (www.galenos,net) and the
program Buro-PhD in Advanced Drug Delivery' to foster in-depth scientifie training and
international mability of young pharmacentical scientists,
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THE FUTURE OF DRUG THERAPY AND THE EFFECTS ON
PATIENT CARE
1. Saseen
University of Colorado United States of America

Cardiemetabolic (hyperiension, dyslipidemia, diabetes) and rheumatologic (thevmatoid
arthritis) diseases cause significant morbidity and mortality, Phurmmcotherapy options for
these diseases hove exploded over the past deende, Many new drug classes have been
developed to treat these conditions, and this trend will continue over the next decade.
Many new therapies sre based on scientific discoveries have identified new companents
regarding the pathephysiology of disease. These novel apents represent treatment
approaches that target the develapment and evolution of disease rather than just the
subsequent elinical manifiestations. The goal of this preseptation is 1o use cardiometabolic
and rheumatologic diseuses as examples of how innovations in drug therapy can influence
putient care, Predictions for advances in the near future that have (he potential to
signiffeantly advange palient care will also be discussed.

DRUG TARGETING - VISIONS OF THE FUTURE
C.-M. Lehr
Szarland University Germany

Due ta the advances of molecular biolechnolegy and bioinformatics, there i a strong
inerense of new candidate drug malecules. However, apart from their affinity to the target
receplor, binuvailability and wanspert to the actual site of sction is an imporant issue when
it comes 1o developing such molecules 1o acteal drug products, This holds in parlicular for
mucromaleculur biopharmaceuticals, such as peptides, proteins, oligonucleotides or gene
vectors, which normally cannot be administered orally. Instead, alternutive rontes of drug
administrution and new technologies for their controlled delivery huve 10 be developed,

While the oral delivery of pepiides and proteins still appears as a far goal, the
transpulmonal delivery ef peptides, such as e.g. insulin, is making good progress, and
several drug products are currently being tested in advanced clinica) studies, Unfortumately,
there gre no estiblished in-vitro madels of the blood-air burrier yet to sereen compounds
and Lo study the mechanisms of pulmenary drug trunsport. As a model of the alveolar
mucosa, we use human alveolar epithelial eells in primary cullure an parmeable filters,
which have o good marphological und functional resemblunce to the alvelur air-blood
barrier, as weil 25 some bronchial epithelial cell lines,

In order to improve the delivery of still larger molecules, such as gene vectors, some
special formulation will prabubly be required. Nanoparticles, prepared from kipids,
polymers or inorganic materials may represent an aliernative to viral gene veciors,
especially with respect to cost and safety aspects.
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BIOGRAPHY F.CHEN
F. Chen
The University of Sydney Australia

Dr Timothy F Chen
B Pharm, DipHPharm, PhD, MPS

Dr Tim Chen is a Senior Lecturer in Pharmacy Practice at The University of Sydney,
Fuculey of Pharmacy, He is an experienced researcher and educator, His doctoral research
involved the first major Australian study evaluating the roke of the pharmacist in
conducting Home Medicines Review (HMR) and interprofassional collabaration with
medical practitioners. This research and his subsequent studies in HMR have helped
inform a national mode] for praclice which has been taken up by the Anstralian
Commeonwealth Government. In recognition for his contribution to the advancement of
Pharmacy Practice, he was awnrded the Young Australian Pharmacist of the Year
Excellence Medal, (2001). Dr Chen currently serves on & number of peak national
pharmacy advisery boards. He is the principul author for two process-based case studies
books for pharmacisis and pharmacy students, in Medication Review (2002) and
Pharmacist Only and Pharmacy Medicines (2003), He Jeads an active research team which
includes PhDs, Masters and Honours candidates,

BIO P2-3

BIOGRAPHY M. SCHULZ
M. Schulz
ABDA Germany

Curriculum vithe
Professor Martin Sehulz, PhD

Martin Schulz, FhD (born 1959, married, 3 boys), is an Adjnet Professor at Jobann
Wolfgung Goethe University, Department of Pharmacology, Frankfurt at Main, Germany.
In his main job, he is Heed of the Centre for Drug Information and Pharmacy Practice
(ZAPP) of the ABDA - Federal Union of German Associations of Pharmacists, Berlin, In
addition, Dr, Schulz is Direetor Pharmacy of the German Instimte for Drug Use Evaluation
{DAFI). He graduated as & pharmacist from the University of Hamburg, Germany, in 1983,
From 1983-1984, he was a hospital pharmacist, and studied Medicine at the University of
Hamburg from 1984-1986. In 1988, he chtained his Ph.I2, in Pharmacalogy from the
University of Hamburg. In 1989, he was named 'Expert in Pharmacolngy DGPT' by the
German Society for Exparimental end Clinical Pharmacology and Texicology {DGPT). He
specialized as a Drug Information Pharmacist in 1953, Evaluation and implementation of
the pharmaceutical suppott (phurmacy practice, phatmaceutical care); Promotion of an
effective and safe self-medieation; Phurmacoepidemiology and -economics; Drug
information and drug supply and -usage etc. are some of the zreas where Dt. Schulz has
expertise. Main interests: Outcomes research; Quality and effectiveness of interventions (i
particular medicines); Drug information and reguiation; Health~/pharmacoecanomics. He
has nearly 330 publications tc his name and has also delivered 215 lectures, seminars and
has written some books as well. Dr. Sehulz is a member in various committees and
commissions like BfArM, Bonn; BMG, Berlin; FIP, The Hague, and serves on varions
advisery/expert committees, :

BIOGRAPHY S. HUDSON
S.HUDSON
UNIVERSITY OF STRATHCLYDE United Kingdom

! graduated from the University of Nottingham in 1973 and registersd as a pharmacist in

. 1974 and with Masters in Clinical Pharmacy from the University of Bradford in 1977,
specialising in research in poisons information. T have worked s a hospital pharmacist
specialising in drug information, intensive care, adverse drug reaction reporting and
applied pharmacokinelics. From 1983 I worked a5 a joint appointment lecturer/clinical
pharmacist and developed 2 MSe programme in Clinical Pharmacy first in Edinburgh then
in Glasgow. From 1995 I have been in the post of Professor of Pharmacentical Care at the
University of Swathelyde and have developed postgraduate research in primary and
secondary care seltings by building a joint health service-university academic- practice
team. [ was a founder member, editor und chuirman of the UK Clinical Pharmacy
Association und was granted Fellowship of the Rayal Pharmaceutical Society in 1998, 1
hive developed courses in patient centred teaching with the European Society of Clinical
Pharmacy over the past ten years, My curtent research interests are in developing and
testing tools in pharmacentical public health, the quality of medication use in various
therapeutic areas and in methods of decumentation and analysis of putients' pharmaceutical
tare needs,
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BIOGRAPHY R.B, BAZOTTE
R.B. Bazotie
State University of Maring4 Brazil

Degree in Pharmacy from the State University of Maringd, PR, Brazil (1980)

Master of Science (1983) and Ph.DD {1589) fram University of Sfio Paulo, SP, Brazil
Postdoc (19903, University of Texas, Houston, USA

Faculty, Department of Pharmacy and Pharmacology, State University of Maringd
Researchet, National Council of Scientific Development and Technology (CNPq/Brazil)
Professional activities: 1. Teaching: 1.1 'Pharmacology’ to undergraduate stuclents; 1.2.
‘Pharmaceutical care to dabetic patients' to Pharmacists; 1.3 —'Effect of Natural Products
on glycemia' to the Pharmaceutical Sciences Program {Master of Science and Ph.D), 2.
Adviser; undergraduate, Master of Science and Ph.D students. 2. Researcher: 3.1

Experimental and clinica! investigation of diabetes and related disorders,

Additional information;
hitp:/fbuseatextual.enpg br/buscatextual/visnalizacy,jspTid=E61 615,
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THE HOME AS THE CENTRE FOR HEALTHCARE DELIVERY INNOVATIVE HEALTH CARE DELIVERY 'THE HOSPITAL OF
F. Chen - THE FUTURE
The University of Sydney Australia S. Thielke

University of Wisconsin Hospitals United States of America
The role of the pharmacist bis changed significantly in recent decades, with a
philosophical shift sway from the uaditional supply role, 10 # mare professional role which ‘The struriure of the hospital of the fulure in the United States has been chenging from a fucility providing
encampasses the provision of phormacewical serviees for individual paticnts. The primarily inputient services to putients to ¢ health system olfering a broud array of services such s
pm\'isian af home healthcare services by pham-mcjﬁls is 4 good example, In general terms, nmbu]u'tufy. cure (specilty un.d p:']ma.ry cm"). long [en'n cire, home heullhlcun:. oureach serv.it:e.l; :llrulllgh
this refers (o provisicn of complex pharmacentical produets (eg home infusion therapy), Tclc-medlc:n.e. unf! an exlcnstve I’EI.I.II] service p(frrfulla. lnl urf.l|:r to provide (heses new servicex hospitals
clinical axsessment ard moniloring, in the patient’s home, Moreover, increusingly, the have reargupized into strnegie business walts with o eonbination of fir profit and no for prafic corporate

B b . 1 . It 88 hosnitals and . struciures, Hoypitals of the luture will marker their business unhts through several service lines which they
ounduries between conventional healtheare settngs, such as hospilals and community prefess to luve regional marker growth potemial such o Cardiae, Oncolegy anil Newrnscience Sarviees.

Lased primury care centres, are disappearing. This presents a unique opportunity and The hospitul of the future has invested heavily in information wechnolopy to provide care givers seamless
challenge for pharmaeists. The aim of shis paper is Lo provide an overview of current electronic medical record information 1o their patients care across the cantinuum i.e, inpatient care,
pharmaey practice willy respect te the provision of heatiheare in the patient’s home. The ambulutory care, long 1erm cure, home enre ete, ‘These healll systenss are also fnvesting in an information
first part will deseribe, amongst other issues, o genernl process for patient assessmient, technalogy infrastructure o suppurt an extensive Tele-medical service for Cardiclogy, tntensive Care and
clinical menioring and edvcation. 1t will also focus on why pharmacists are well Nenrosclence specithy services to smnller hospltuls in their geographie region, In addition uncitlary

serviees sueh a5 radiclogy, clinical laborsories snd phanmacy are providing Tele-Services for specialty
cure vin Tele-Rodiology, Relerral Luborsiory Service and Tele-Pharmucy order review for ufier hours
services and Drug Poliey decision making,

‘The health sysiems wili market these specialty area services directly 1o consumers bused on outcome data

positioned 1o provide home healthcare; and the ehallenges faced by them in the provision
professicnal services in this context, such us the importance of muintaining continuity of
cure; professional role delineation and rexponsibilities; participation in specific educationn}

and training programmes; documentution systems for pharmucists; und their role within o demanstrating their safer und improved quality services, The successfisl healih systems of the future wil
mulidisciplinary heallhease environment. The second part of this puper will eluborate on wlign the organization degision making and shared povermunce with the medicul stoff, Medical stadl

the specific role of the pharmacist in faciliating 1he quality use of medicines through organizutions will develop risk shuring ngreements with the health Sysieen 1 assure evidence based
demiciliary medication nampement review, This is slso known as Home Medicines praetice, Marketing these evidence bused patient care praciices across the service lines will become the
Review in Australia, snd i now o remunerabie service in o number of countries. In norm. Patient care referral agreements with sowller hospitals in 1he heulth systems region will b bused on

aceess 10 secondury ind 1errhory care through shared serviee apreements supporied by outcame data,
The referring physiciuns will huve direct access Lo the putient’s electronic medical record Lo assume
senmlzss contmunication, )

The heultl sysien phurmiey structura of the future will mimie 1he beikth system stracture, The pharmacy

particnlar, the mechanisms for introducing and inegrating 2 pharmacist-led domiciliary
medication management review service inlo existing processes of care will be discussed. In
summary, pharmacists are well positionad 1 play a central role in the provision of

healthare for putients Yiving at home, This apporuanity f‘fr phirmacists i likely to expand will provids 2 wide amray of putien care elinicul services frem inputient 1o ourparient 10 long term eore
us the bome healtheare market expands and s the expertise of pharmacists in medication and 10 homs care, The pharmacy service will also provide contract munagement services 10 small
nunagement is increasingly recognized by cther members of the healthcare team, palicy huspitaly, drug infornution services, nnatwork of retuil pharmacy services, mui) order services as well us
nuikers und government, mumaged cure services through pharmacy benefit management services. Extensive drug dispensing and

information technology will be niilized by these health system pharmacy eperations.
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TRADITIONAL AND ALTERNATIVE ROUTES IN THE SUPPLY INNOVATIONS AND THEIR EFFECT ON HEALTHCARE
CHAIN PROFESSIONALS
M. Schulz 8. Hudson
ABDA Germany University of Sirathclyde United Kingdom

Pharmaceuticals provide healts benefits for people worldwide, Attention has recenlly not
only foeused on the price of phormaceuticals but also on the dispensing costs within the Health cure advances involve innovaticons in procedures or treatments (new technologies)
different supply chains. More and more the way of distribution from the munufacturer (o und in ways of working. Innovations in healthcure can lead 10
the patient stands in the center of reforming processes. Brand and generic drugs are . More speciulised care in some cases,
traditionally distributed {ron the manufaciurer through wholesalers 1o the pharmucy and . Widening of the use of technology in other cases, to include non-speciulisis,
then ta the putient whe presents g prescription for the medicine, Additional distribution . Standordised treatment allowing it to be delivered 1o an assured quality
channels also exist thi exelude wholesalers andfor pharmscies. Parallel ond cross border . Improved teamwork in the delivery of care
trading of pharmicewticals or availability of medicines through wail order (via the Imernes, . Changes in patients' expectations, (their needs and wants,
fuax or past) services existin many couniries, Outlets or retailers other than pharnacies can T Organigational clange affecting quality/efficiency
provide some pharmacenticals. For example, home care or disease manugement services . Mijor demunds on continued edtcation und professional development,
already include pharniceutical services and supply of devices Tor the wreatment of diseases Generation of the need for research
such as diabetes, asthma, cancer, MIV/AIDS, or hypertension. Repackaging of Healih care professionals now, us always, function in a climate of technological change in
pharmaceuticals ind unit dose services are being inplemented more often outside beulih care. For this presentation 1 wish to consider how the pharmacy profession is
secondiry or long-term care fuetlities, Different players are entering the glabal adapting 1o the need (o evolve the delivery of pharmaceutical care in response to the
pharmaeenticnl markels, For example, a parallel- and eross border trading company in (he demand for mare effective healibcare. The sbove consequences of innovations will be
middle of Burope announced to provide 600,000 primary care potients with a unit illustrated with examples from pharmaceutical care developments.
dose/blisier service soom, suitnbke anly for 400 different salid, oral dosage forms of drugs. . .
This company lus ulready announced that it will iy to eateh up to 10 miliion patients ol The common greund linking universities 1o hospitals hus been established througl the need
over Burope in il coming years. In the very near future, sinard card technologies or E- to lench hentthedre practitioners in patient care seutings, That common ground alsn
phumicy - B-prescripion including electronie patient recerd systems - will offer new provides opportunities for collnboration in research. In the past two decades the concept
apporumnities, ulso fornew routes in (e supply chiin, in Europe and North Amerlca and has emerged of an academic praclice unit sited within & hospitul as a foeal poin for
probably other continents, The more widespread appliestion of pharmacogenomics may research. This concept has shifted to be rather less about a physical site and more about an
further change the supply chain for pharmaceuticals, Home and inlegrated care programs effective network,
(e.g.. 3ed party psyers, HMO/PBMs, health plans), OTC marketing, skl direct-to
consumer {DTC) advertising and selling, piient tracking lechnologies, an increasing An ucademic practiee network of pharmocists linked to a Sehool of Pharmacy has emerged
number of hospital awpatients, and products being switched from prescription-only Lo in virious countries.. The establishment of joint research with hospital pharmacisis has
OTC-status and made nvailable outside pharmacy, will also have an influznce. These creuted the opporiunity 1o include such research within the pre-gradume students’
wlternative supply choins will increasingly challenge the traditiony} ones, Pharmacists in the experience, The presentation will examine the effects of pructice research on the
future will need (e develop and hnplement mare than one supply chain systen and have i development of pharncists and their relati onshiﬁ with other healiheare professionals.

strong stealegy and animovative business model 1o maintain control over the quality of
pharmaceuticals and where availability 10 patients. Some promising examples will be
highlighted.
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INVESTIGATION OF RISK FACTORS TQ CORONARY HEART
DISEASE IN TWO COUNTRYSIDE BRAZILIAN VILLAGES
R.B. Bazotte
State University of Maringd Brazil

The aim of this study was to investigate risk factors to coronary heart disease, in two
countryside Brazifian villages, typical in terms of the poverty and lack of aceess 1o public
health eare, All population was invited to participate in the study, The 462 volunteers
(mean age = 42 years) showed high prevalence of hypercholesterolemia (7.0%,
hypertriglyceridemia (19,0%), hyperglycemin {11,0%), hypertension (30.0%) and obesity
{16.0%). The mijority of the individuals, during the interview did nat report the diseases
detected by the exams, The resuits obtained from the exams and interviews showed that
the high prevalence of hyperlipidemia, obesity, hypertension and diabetes mellitus resulted
of the delayed detection of these diseases or inadequate treatment afier diagnostic

PHARMACY RESIDENCY TRAINING IN THE UNITED STATES
F. Ivey
Health Alliance of Greater Cincinnati United States of America

Pharmacy residency training in the United States will be presented, Important
characteristics of successful graduate pharmacist applicants, 2007 training standards,
expected residency training outcomes and specially residency training

will be reviewed, Logistics for the national pharmacy resident maiching program and
career positions after residency certificate completion will be presented. The prowth of
residency training in both applicants and training sites wil? be reviewed.

Certificate of pharmacy residency training as a credential far future pructice and for public
scrutiny will be reviewed,

-10-
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BIOGRAPHY F.SCHMIDT
F.S. Schmidt
ABDA-Federal Union of German Association Germany

Friedemann Schmidi, M8z pharm,born 1964, married, 3 ehildren; degree in pharmacy
1988 University of Greifswald; owner of 4 community pharmucy in Leipzig,

President of the chamber of pharmacists in Saxony, one of the german federal states, Vice-
President of ABDA - Federal Union of German Associations of Pharnucists, the head
orgunisation of the 17 chambers of pharmacists and 17 community pharmaey owners'
ussociations in the Federa) Stites, i.e. all pharmacists in Germany. )

B10 P3.-2

BIOGRAPHY R. GONCALVES
R.G. Gongalves
Plataforma Sadde em Didlogo Portugal

Universitary Education

PhD — Queen’s College — University of Londan

MD - Nuurition- Queen’s Collage ~ University of London

DM - King's Collepe — 3 years; Internsiip — University Bospital- Eondon
DM — FirsL 3 years- Medical College- University of Lisbon

Remuperated Waork

Professor of Nutrition at the Queen Elizabeth College — Department of Prof, Yudkin -
University of Londan fumil 1971);

Superior Technic of Nulritien - Ministério do Trabalho- Direcglio Gernl de Assisténcia —
Lisbon- Portugal (until 1986); .

Retired — 1856

Voluntary Work

Teacher of Nutrition of the Third Age Acadsmy of Lisbon- of the Union of Portuguese
from 1987 10 1957,

As 2 patient of Sistemic Lupus Erythematosus since 1971, co-founded with another MD
and patient an Association for Lupus Patients in 1992 —we have now about 2 800
Patients as Associates,

From 1958 since now represent the Association at the Platform Health in Diglogue, having
been re-glected as representative of the Patients Associations at the Permanent
Secretariat,

Ag one of the founders of JAPO callaborate with themn by Email at Documents,
Cangresses, ec,

As representative of the patients was invited to meetings by the WHO and EU.
Congresses, Forums, Meetings

During these years 1 attended more than sixty, of different kinds und at severa) countries,
Communications, Conferences and Written Anticles

As professiona) and also as a patient, ! have done quite a lot, especially in Portuguese,
English and French languages.

Languages: Portuguese, English, French, Spanish — proficlency- speaking, reading and
writing halian, German - able to read and understand when talking,

BIO P3-3

BIOGRAPHY H. HERBORG
H.H. Herborg
Pharmaken, Danish College of Pharmacy Pr Denmark

Hanne Herborg, MSc (Pharm), Directer R&D, Pharmakon, Danish College of Pharmacy
Practice,

Hunne Herborg is Director for Competence Developtent and Research and Development
for ecommwnity plurmscy at Pharmakon, Ms Herborg has been responsible for the Jarge
contrelled multicentre trials of pharmaceutical care programnes in Denmark and far
developing an evidence database for community pharmacy. At present, patient safety,
implementation resenrch ,and patient adherence in primary care is the research focus.
Hunne Herbarg has been author, en-authar and editor of several reports and general and
scientific articles, leclurer a1 national and intermational congresses, She is affilinted as
exiernal examiner in Social Pharmacy a1 the Danish University of Pharmaceutical Sciencas
and i5 & member of the board of the University's master programme: Master in Drug
Manugement, Ms Herborg was the first chairman of the Pharmaceutical Care Network
Burape (PCNE), she is Danish task force member for EuroPhurm Forum's Hypertension
Project and she is & member of FIP's Post Graduate Education Planning Commiuee,

BIOGRAPHY C.A, CATIZONE
C.A. Calizone
NABP United States of America

Mr. Catizene is the executive director of the National Association of Boards of Phurmacy
(NABP) and secretary of the Association’s Executive Committee. NABP is an
international organization whose membership includes every state boards of pharmacy in
the Uniled States including the District of Columbia, boards of pharmacy in Guam, Puerto
Rico, and the Virgin Islands, eight provineial pharmaey regulming agencies in Canada,
two stale boards of pharmacy in Australia, New Zealand, and South Afica,

The purpose of NABP is (o1 (1) assist the state boards of pharmacy in protecting the public
lewith and welfare, (2) serve as an information and disciplinary clearinghouse for the
imerstate transfer of Keensing among the state boards of pharmacy, and (3) provide model
regulations in order Lo assist the state boards of pharmacy with the development of uniform
practice, educationa!, and competency standards for the practice of pharmacy,

-11-
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THE INCREASINGLY IMPORTANT ROLE OF PATIENTS
ORGANISATIONS
R.G. Gonealves
Plataforma Satdde em Didiogo Portugal

1. The patients organizations were born not very long ago, and had not very good
beginnings, A long way has been done step by step, and nowadays we are quite well
aceepted, .

2. In a very strange way we have been helped and fighted by doctors, The WHO and EU
are nowudays hearing patients organisations and patients, about several matters.

3. The patients knowledge is increasing with the work of patients organisations, the media
help and the internet, However health literacy is still a serious problem that we are trying

to solve,

4. Heulth teams are larger than doctors and nurses, and pharmaceutics have been on our
side,

5. Patients safety, prescriptions, new drugs, pharmncovigilence, new health services,
health education- these are some new fields where we afl must cooperate,

§. Pratocols with Universities, Scientific Sccieties, etc, ate means the patients
organizations are using to develop and better their work.

ABS P3-3

THE ROLE OF THE INTERNET-THREATS AND OPPORTUNITIES
FOR PATIENT SAFETY
C.A, Catizone
NABP United States of America

The Internet is a remarkable medium that offers unparalleled opportunities for improving
how we live and how pharmacist care and information about medications can be dejivered
to patients, Legal and legitimate Internet pharmacies serving patients in the United States
are providing valuable and innovative services to their patients as well a5 a wealth of
valuable information and patient resources, The innovations of the Internet when used
effectively and in conjunction with traditionai face-to-face patient interactions can
dramatically improve patient safety. However, among kegal and legitimate operating
Internet pharmacies are the activities of rogue pharmacy sites whose concerns da not rest
with the best interest of e patient or compliance with state and federal laws,

The presentation will explore the Internet's impact on the delivery of phurmacist care and
impact on patient safety in an environment of legal and {llegal pharmaey sites,

INTEGRATIVE MANAGEMENT OF PRESCRIPTION AND PATIENT
RISK FACTORS
H.H. Herborg
Pharmakon, Danish Cellege of Pharmacy Pr Denmark

Objective: To present and discuss integrated pharmacy based primary care programmes
aimed at ensuring safe and effective drug-use among users of anti-hypertensive and Type 2
Diabetes medicines,

Methods: Two programimes have been developed and are cumrently being tested in research
projects.

L'implementation of drug therapy. Improved adherence and self-management among users
of anti-hypertensive medicines', Program development took place in 2004-5. From
February 2006 to February 2007, the program is being tested in 250 patients in a controlled
study,

IL'Safe and effective use of medicines in Type 2 Dinbetes'. Programme development is
finalized summer 2006, Test in 80 ptients will take plice from October 2006,
Intervention:

Patients shewing signs of non-adherence are included in the studies. The patients are
assigned to either & comprehensive or 2 basic version of the multidimensional intervention
programmes,

The programmes consist of;

“Quick screening for non-adherence end identification of problem types

«Patient story-telling as the key starting point

*Assessment and possibly adjustment of drug therapy

‘Finding resaurces in the patient-system

‘Individual coaching, in arder to tailor solutions to individual needs and resources
+Offering relevant reminder techrojony

‘Offering patient information, instruction, and education

Follow up

‘Close collaboration with patient's GP

Conelusion

The projects have developed 2 wide range of tools to support professionals in assessment
of risks and resources and patients in medicine taking, buflding concordance relations, and
getting their medication problems assessed, They have induced change in pharmacy
performonce and competenee in relation to implementation of drug therapy. Both versiong
of the programmes are feasible.
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BIOGRAPEY C, ANDERSON
C .W. Anderson .
University of Nottingham United Kingdom

Claire Anderson is Professor of Social Pharmacy and Director of the Centre for Pharmacy
Realth and Society at the School of Pharmacy, University of Nottingbam, UK, She is
President of the Academic Section of Imemationi) Pharmacentica] Federation (FIP) and on
the board of the College of Pharmacy Practice. Her mujor research interest is about the role
of community phartneists in improving the health of the public. Claire Anderson has
published over 60 refereed papers and numerous conference abstracts, Perhaps the most
important piece.of research she bas produced is the stratepic research for Phanmacy
HeualthLink :nd the Royal Phirmaceutical Society of Great Britain, investigating the
brander public health role of pharmicy. She has also been Nattingham’s principal
investigator in # high profile, collaborative research project that has the potential io
radically regtructure the role of community pharmaeists, The Community Pharmacy
Medicines Management Project, a Departiment of Health funded mulli-centre, randomised
contralled trial, has evaluated the role of pharmacists in advising patients and prescribers
concerning approprigte treatment for corenury heart disease, Her izam along with
reserachers ut The univeristy of Sheffiled ore evalualing supplementary prescribing by
nurses und pharmacists for the Department of Heallh, this is a major study which will
inform both policy and practice in this area.

BIO P4-2

BIOGRAPHY B.J. JONSSON
B, Ignsson
Lund University Sweden

Bodi) lonsson,

Professor of Rehabilitation Engineering, Lund University, www.english.certec.lth.se/bodil
Honorary Dectoraie from the Faculty Iof Education, Gtiteborg Universily, Sweden

Ph,D. in physics, Lund University, Sweden

Cooperation wilh Apeteket AB, Sweder, on & consultant basis

Member of the former Internationa! Forum on Medicines, www.ifom.org

Author of ‘Ten Thoughts on Time', Brombergs, 1999, available in more than 15 languages

BIO P4-3

BIOGRAPHY A M. IVAMA
AM,IL lvama
Nationa) Health Surveillance Agency Brazil

Adriana Mitsue lvama, PhD in Pharmacy (Public Health, Health Lepislation and History of
Sciences, University of Alcald, Alcald de Henares, Madrid, Spain, 1999) and Specialist in
Tenching Methodology (State University of Londrina, Brazil, 1998),

She has been appoimed Specialist in Regulation and Health Surveillance from National
Heulth Surveillance Apency - Anvisa {Ministry of Health, Brazil) in 2005, She works at the
chief of Stafl office supporting the projects of the cooperation agreement PAHO/WHO and
Anvisa, the mtienal use advisory board and related issues.

From 2002 - 2003, she worked as 1 national professiona) officer al the Unit of Medicines
und Health Technologies of the Pun American Health Organization/World Health
Organization — FAHO/WHO, Brasilia, Brazil, She was professor and researcher at ihe
Collective Healih Department/Health Sciences Centre (2000 and 2002). She iy member
and was part of the executive board of the Rede Unida: a national newwork for education of
henlthease professionals,

Her major areas of interest are related to regulation of medicines and pharmaceutical
services, ralional use of medicines and pharmacy education and pharmacy practice in
public health seltings,

BIOGRAPHY J. LYLE BOOTMAN
’ 1. Beotman
University of Arizona United States of Ameriea

Dr, Bootman is Dean of the University of Arizona, College of Pharmacy. He is a Professor
of Pharmacy, Medicine and Public Health, and a Fellow of several professional
axsociations including Lthe American Pharmacists Association, American Association of
Pharmaczutical Scientisis and the American College of Apothecaries, He is the Founding
and Executive Director of the University of Arizona Center for Heallh Cutcomes and
PharmacoEcenomic {HOPE) Research, one of the first such centers developed in the
world, He is a former President of the American Pharmacists Association and currently
serves as President of the Pharmacy & Therapeutics Society. Dr. Bootman received his
pharmacy education at The University of Arizona and his doclorate at The Universily of
Minncsota where he was given the ‘Qutstanding Achievement Award', the Unkversity"s
highest Alumni horor, Addidonally, he completed & cliniea) pharmacy residency at the
world-renowned National Institutes of Health. Dr, Bootman has aumthored over 250
research articles, books and monographs, and has been an invited speaker al more than 400
professional heallhcare mestings and symposia. In 1997, be was selected as one of the 50
most influential pharmacists in the U.S, by American Druggist, and has received numerous
outstanding sclentific aehievemenlt awards, most notably from the American Association of
Pharmaceutical Scientists and the Academy of Phurmaceutien] Science und Regearch. He
was the recipient of the George Archambuault Award, the highest honor given by the
American Society of Consultant Pharmacists and the Latiolais Honor Medal, the highest
honor in managed health care. He has published several books including the first text
introducing the Principles of Pharmacoeconomics, which is utilized in more than 35
countries and translated in six languages. His research regarding the outcomes of drug-
related morbidity and mortality receives worldwide attention by the professional and public
medin, He serves as an advisor to leading pharmaceutical companies, universities and
lhealth cure organizations throughaut the world, Dr. Bootman is an elecied member of the
Institule of Medicine of the National Academies, where he currently seeves on the Board of
Healih Care Services.
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BIOGRAPHY JI.J. DE GIER
1), De Gier
University of Greningen Netherlands

1. de Gier (Han) PharmD, Phl3, bomn 1051, received his Pharmacy B.S, M.Se. and Ph.D,
degrees (the latter in 1980) from the University of Utrecht, He started his private company
to serve as scientific consultant in 1984, He has been appointed professor of
Pharmaceutical Care at Groningen University in the Netherlands since 2003,

Prof, De Gier is President of the Section of Pharmacy Information (since 2000) and a
member of the Board of Pharmaceutical Practice Programme Committee within the
International Pharmaceytical Federation (FIP), He serves at President on the Executive
Board of the International Council on Alechol, Drugs and Traffic Safety (ICADTS), He is
consuliant specialized in issues concerning drugs and driving to the Dutch Ministry of
Transport, Public Works and Water Management, the Directorate General for Transport of
the Commission of the European Communities and the Pampidou Group of the Council of
Europe,
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THE PATIENT AS A TEACHER
B, Jénsson
Lund University Sweden

The patient 1z 2 1eacher

Bodil Janssen, professor, Lund University, Sweden

The concepls of empowerment, learning ang enabling have all undergone basic changes
during the rise of the information age. This has in turn yielded subglantial operational
chunges in he heallhcare and medication sectors — betler informuation, second opinions, &-
preseriptions, new forms for distribution, ete, However, there are olher levels than the
operalional ones to consider — Ythe entightened patient’ is not only about improving patient
information leaflets, no matter how imporiant these may be, When reconsidered and given
due stais, the experienced! lived health and illness will increasingly influence the course
that health as well a5 illness takes. The 'subjective’, i.e, the experienced, has a value of jis
own, not onby when angwering questions from the professionals,

Superficially, the approach may appear to be about the power of the consumer, but it is
even mare abaul enabling, empowering snd learning than about conflict and demands,
Mutual respect for snd coexistence of personal experiences and prefessional khowledge
does nol arise on ils own, especially not since H must at times rely on overlap, at times on
pure complementurity. On the experiential side, the lived side, there is a need for new
concepis, new personal measuring metheds, and new formulations of demands on
medication subordinated 1o the life you want to live, The patient community of practice

requires tools und opportunities to develop its knowledge as has been the case for centuries

for the professional community of practice, Meanwhile, old phenomena such as the
‘plucebo effect’ (the 'meaning effect’ for the patient) and side effects of different kinds might
acquire another flavour.

This will be the context and the aim of my lecture, "The patient as a teacher’, Ad the latest
FIP conference in New Orleans, I had the opporiunity to introduce *Patient Experiences
#nd the Value of Medicines’ with thoughis and a report from the International Forem on
Medicines, http:fwww.ifom,org , the former think-tank of FIP. Now, I will try to go 4 few
Steps further, both practically and conceptually. The majority of examples will come from
Sweden, as does 1he book ‘Is the medicine helping? (written in close co-operation with the
Swedish Apotekel AB), The book will be available during the conference.

ABS P4-3

A COMMON UNDERGRADUATE CURRICULUM FOR ALL
HEALTHCARE PROFESSIONALS — DREAM OR REALITY?
A.M.L Ivama
National Health Surveillance Ageney Brazil

The guaraniee of access, care quality and user's safety in a susiainable and rationat form
are issues thut are in the daily agenda of mest countries in the world, when also heslth
issues suffer reforms and budgetary restrictions, and the fast renewal and availubility of
lealth technologies, not always cost-effective or necessary are witnessed. We ulso live
ancther challenge, resulting from the (re) professianalization of the pharmacist,

In Brazil, the Urified Health System (SUS), althongh still undergoing 4 developing process
has provided important steps ahead towards the puarantes of its presuppositions of
universal aceess, equity, integrality, resolution, hierarchization, regionuiization and
participation of the community,

It is not sufficient for the pharmacist 10 possess knowledge, hefshe also needs 1o have
adequate abiiities and attitudes (o Tace 1his scenario as 4 constant upprentice, 1n Brazil,
although discussions over the possibility of the existence of o Public Healih professional
have uiready wken place, that wag not the model adoptad by the couniry. With the higher
education reform, National Curricular Guidelines where estabilished far underdegree
courses and 4 commor profile for all heath professionals was defined which establishes the
jollowing campetencies: healthcare; decision-making capacity; communication; leadership;
administration and management, lifelong ieaming und educution orintution towards the
Health System and the community,

These curriculn are currently being implemented and the main difficulties have been the
resiricted availability of trained professors for the activities that are mare directly related 10
healtheure or health prometion, such as pharmaceutical care, pharmacentical services,
health surveillance or rational use of drugs s well as in teaching and learning
methodalopies;

It is worth cutlining that ihe country has a tradition in the soeial participation for the
definition of public policies in the health area, The Miniswizs of Health and Education, in a
partnership with the academie werld, the representatives of health managers and non-
governmental institutiens have not just been invelved in the reodentation of public policies,
but also in the training of change activators in edueation and apprenticeship processes, in
the promation of curricular reform processes with the strengthening of a community-
oriented education, As access to medicines and healthcare, the strengthening of human
resources is 2lso incorporated in State Palicies, in order ta guaraniee a common basis for
the performance as health professionals in an integrated form.

ABS P4-4

COMPETENCIES FOR HEALTH PROFESSIONALS IN THE 215T
CENTURY
1. Bootman
University of Arizona United States of America

1. Lyle Bootman, Ph.D,, Se.DD,

Professor of Pharmucy, Medicine and Public Health
World Congress of Pharmacy & Pharmacentical Sciences -
Augusl 30, 2006

Salvudor Bahia, Brazil

The purpose of this presentation is to discuss the need for changes in health professions
edyculion 1o attain core competencies, Over the puast decade, the delivery and finuncing of
healthcare in the United States and the world hag been changing rapidly. Faor the past
severdl yeues the mujor coneern continues (o center around the rising costs of healtheare s
well as serjous issues centering on quality and safety, As we move through this century,
there appears (o be more of an attempt to balance the outcomes of care with the costs so
tha! cest effective decisions can be made relevant to various medical interventions such as
drug therapy, Much work has been published from the National Academsies’ Institute of
Medicine that delineate the possible solutions, Highlights will be disoussed with
implication for the health professions and pharmacy in particulur. In order for the
pharmacist to optimally practice pharmaceutical care various eduestional strategies need to
be further refined and implemented across all of the healih disciplines. New subject areas
or emphasis topics should be considered to imprave the pharmacy curriculum. Discugsion
on these areas, ulong with the process in which this material should be incorporated into
the program will be put forth, Addressing the necessary competencies for the 2Est Century
will beller enable the graduate to directly influence the drug therapy needs of patients so 1o
achieve uppropriule oulcomes of care. '

NEW EDUCATIONAL TOOLS
1.J. De Gier
University of Groningen Netherlands

This paper describes a pharmacy practice game GIMMICS (the Groningen Institute Mode]
for Management in Care Services) #s & mode] for teaching and training students in
managing pharmacculical servicey and care processes, It pravides a leaching environment
for imegrating knowledge wilh social, managerial and communicative skills under
controlled conditicns. 1t allows participants 1o initiate, plan, execute and control activities
themselves, and to reflect on their actions,

The design of the game will be clarified and its f ormat, rules and assessment system will be
discussed. During a pericd of 4 weeks pharmacy teams of 5 students have to MANALE, On &
Tull time basis, a conmunity pharmacy. They are confronted with assignments divided in 3
categories; routing assignments {e.g. processing prescriplions), long-lasting assignmenty
(e.g. negotiations with third parties) and incidents, Tike a visit of the Healthcare
Inspectorate, The team thit shows the best performance, based on outcomes of
agsignments and reflections o their own activities, becomes the winner.,

Student surveys (2000-2005) clearly indieate that GIMMICS is a successful educationa)
provision. Student state that they nol only enjoy playing the game, but it really helps them
to integrate knowiedge and skills and be beter prepared for their internships, GIMMICS is
4 successful innovation in the pharmacy curriculum a1 the Groningen Universily that has
alsa been adopted by other schools of pharmiacy (e.g. Utrecht, Brussels).
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BIOGRAPHY V.R, REGGI
V.R. Reggi
WORLD HEALTH ORGANIZATION Switzerland

Valeric Reggl, graduated in 1978 from the University of Milan, Italy, Faculty of Pharmacy,
and received his Post-doetoral Degree in Pharmacologica] Reseatch in 1982 from the
Murio Negri Institute for Pharmacological Research in Milan, ltaly. He worked at the
Mario Negri Institute as researcher until 1986 when he joined Unicef in New York as
Programme Manager, Essential Drugs. He joined the World Health Organization in
Geneva in 1989 where he has occupied different positions, He is cuttently respansible for
the Inernational Medical Produet Anti-Counterfeiting Taskforce {IMPACT).

BIO PS1-3

BIOGRAPHY D, N. AKUNYILI
N. Alkunyili
NAFDAC Nigeria

Prof, Dora Nkemn Akunyili (OFR) g an internationally renowned Pharmacist,
Pharmacolopgist, Brudite Scholar, Seasoned Adminigtrator, and a vislenary leader. She
assumed office as the Director General of National Agency for Food and Drug
Administration and Control (NAFDAC), on the 12th of April 2001,

Born on 14th of July 1954, she got her first Degree in Pharmacy B.Pharm (Hons) in 1978
and her P.hD in 1985 from University of Nigeria Nsukka (ULN.N.) and was promated to
the rank of a Professer in October, 2000 by the same University,

Prof, Akunyili staried her working career as n Hospital Pharmacist from 1978-1981, in the
University of Nigeria Teaching Hospital (U.N.T.H) Enupy, after which she ventured into
Academics as 4 Graduate Assistant (Resenrch Fellow) in the Faculty of Pharmaceutical
Sciences, LLN.N. from 1982-1986. In the University syslem, she made a steady progress
from lecturer I in 1986 until she was made Senior Lecturer in 1990,

She transfetred 1o College of Medicine, UN.N, in 1992, where she was made a Consuliant
Pharmacologist in 1996, a position she held until 12t April 2001,

Prof, Akunyili is a Post Doclorate Fellow of Untversity of Lendon and a Fellow of the
West African Post Graduate College of Pharmacists.

A & Scientist and a Scholar, she has presented 20 papers in various Local and
International Scientific Conferences, published two books and 33 Journal Articles.

Prof, Dora Akunyili is a member of many learned societies among which are; the
Phermaceutical Society of Nigeria (P.S.N.), New York Academy of Sciences, Nigerian
Society for Pharmacology, West African Society for Pharmacalogy, Internatfona! Union of
Pharmacalogy, Internations] Pharmaceutical Federation, 1o mention but a few,

For her industry und commitment 1o the values of honesty and transparency, Prof. Akunyili
has received over 288 Awards and Recognitions from organizations #nd governments in
Africa, Europe and America,

Prof. Akunyili is a devout Catholic and is happily married to Dr, J,C, Akunyili, of the
University of Nigeria Teaching Hospital, Enugu, Nigeria and they are blessed with six
children,

Her hobbies include reading and writing.

BIOGRAPHY J. M. NICHOLSON
M.LN., Nicholson
FIP WG on Counterfeit Medicines United Kingdom

Jane is an industrial pharmacist and was a Vice -President of FIP from 1994-2002, She is u
Fellow of FIP and is currently an Bxper: Member of the Board of Pharmacy Practice and
Convenor of their Working Group on counterfeit medicines.

8he is a past President of IPSF and Chairman of Information and Education for the
Federation,

Author of a number of artleles on product regiswation and regulatory requirements for
pharmacenticals, patient access and labelling of medicinal products and on the
reclassification from prescription to pharmacy status.

Speaker on regulatory affairs, pharmaceutical education and the practice of pharmacy at
meetings in the UK., most other countries of Europe and in Cunada, Australia und the
U.8.A. June is British representative to EIPG und currently holds the presidency of the
European Industrial Pharmacists Group,
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COMBATING COUNTERFEIT DRUGS: THE INTERNATIONAL
MEDICAL PRODUCT ANTI.COUNTERFEITING TASKFORCE
V.R. Reggi
WORLD HEALTH ORGANIZATION Switzerland

The need for greater international cooperation in combaling counterfeil medical products
has been reiteruted several times. The establishment of an International Medical Products
Anti-Counlerfeiting Taskioree, IMPACT, hag been endorsed a1 the Conference on
'Combuting Counterfeit Drugs: Building Effective International Collaboration held in
Rome on 16-18 February 2006 by 160 parlicipants representing 57 national drug regutatery
authoriiies, 7 international organizations, 12 internationsl associations of patients, health
prafessionuls, pharmaceutical manufacturers and wholesalers., The Rome conferencs
issued a set of principles und recommendutions, enshrined in the Declaration of Rome,
calling for WHO 1o lead the establishment of IMPACT and set the conceptual framework
for IMPACT's work, In order 10 strengthen WHO action against counterfeit medical
products and to ensure [he implementation of the recommendations of the Rome
Conference WHO has established the IMPACT Secretariat which will ensure the effective
operation of IMPACT through effective cooperation with other agencies and NGOs such
as INCB, Interpol, OECD, }’VCO, WIPO, WTO, World Bank, European  Comimission,
Council of Buropz, ASEAN Secretariat, IFPMA, WEMYL, IPGA, IAPO, FIF, WMA, ICN,
IFPW, GIRF.

ABS PS1-3

COMBATING COUNTERFEITING
N. Akunyili
NAFDAC Nigeria

Counterfeiting especially of pharmaceuticals is the greatest evil of our time and the highest
weqpon of terrorism against public health. 1t is an act of economic sabotage, an il wind
that blows nobody any good,

Criminal networks that perpelrate counterfeiting of products have operated unchallenged in
many countries for over two decides, The business of counterfeiling of pharmaceuticals
ad minimal risk and was so lucrative that il slowly became a global menace with no geo-
political boundaries, Countries that hitherto did not have counlerfeit medicines are
beginming 1o detect such products even in their official distribution channels, The driving
foree being corruption and conflict of interest, insecure and unfriendly environment,
discriminatory regulation by exporting countries, inadequate legislation, sophistication in
clandestine drug manufaclure, etc. Concerled efforts are heing made glabally by countries
und international orpanizations to combat coumerfeiting especially of pharmaceutical
products and ensure that there is no safe haven in any country for counterfeiters. n 2001,
the present Management of 1be Nationn] Agency for Food and Drug Administration and
Caontral (NAFDAC) came on board with drastic measures to tackle the scourge of
counterfeit drugs amd has recorded tremendous success. This articke throws mare light on
slobal trend in counterfeiting, factors encouraging the evil act, implications a5 well as
challenges faced in combating counterfeiting, It also loys emphasis on measures twken by
Nigeria 10 combit the menace,

FIP ANTI-COUNTERFEITING ACTIVITIES
M.J.N, Nicholson
FIP WG on Counterfeit Medicines United Kingdom

1t hes been called 'the emerging erime of the 21st century'. The counterfeit medicines

business is now worth an estimated 50 billion dollars a year, The increasing complexity of
the supply chain snd the use of meil order and internet purchasing of medicines have made
the counterfeiter’s job easier, Countries cannot tackle counterfeiting in isolation.

IFor the past 3 yeurs, an FIP Working Group has been helping 10 implement the
Federation's Policy on Counterfeit Medicines. This presentation will provide an update of
our activities which include:

* Publication of further sdvice to pharmacists and patienss on the FIP website

* Collection of training malerials on counterfeiting for pharmacy swedents

* Warldwide review of the current national Jaws with the aim of generating model anti-
counterfeiting legislation

* Analysis and detection of counterfeits and the evaluation of medicines diswributed through
alternative channels

It is a war out there and the fight to safeguard the patient is the role of every pharmacist.
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BIOGRAPHY F.J. VAN DE VAART
FI. Van de Vaart
KNMP/WINAp Netherlands

Dr, Frans van de Vaart praduated as a pharmacist in 1979, He joined the Royal Dutch
Association for the advancement of Pharmacy (KNMP) in 1980, where he warked in the
analytical laboratory, In 1986 he finished a dissertation on the analysis of creams, In 1988
he became head of the laboratory. In the early nineties he explored the possibilities to
introduee quality management in the pharmacy. This resulted e.g, in the Dutch Pharmacy
Standard and a certification system for pharmacies. In 1996 all professional activities of
KNMP were bundled in the Scientific Institute of the Dutol Pharmacists (WINAp). Since
2001 Frans van de Vaart holds the position of director of this institure,

BIO PS2-1

BIOGRAPHY S. KEITEL
8. Keitel
Federal Institute for Dings and Med. Dev Germany

Dr. Susanne Keite] is a licensed pharmacist and holds a Ph.D. in pharmaceutical
technology. Her working experience includes 10 years in pharmaceutical development in
industry, 5 years of which as head of the department ‘Pharmaceutical Development' at
Schering AG, Betlin, From October 1997 to June 2005, Dr, Keitel held the position of
Division Head Pharmaceutical Quality at the Federal Institte for Dings and Medical
Devices (BfArM), Germany, In addition, she served as Acting Head of the division
European Procedures,

As of July 2005, Dr, Keitel is now head of EU and International Affairs at BfArM, She is
vice-chair of the Joint CHMP/CVMP Quality Working Party and a member of the EMEA
Paediatric Working Party, the Notice to Applciants Group and has been rapportewr for the
ICH stability guidelines. At prasent, she is EU topic Jeader of the Expert Working Group
*Pharmaceutical Development' (ICH Q8). Furthermare, Dz, Keite] chairs the Special
Interest Group ‘Quality of Pharmaceuticals” of FIP as well as the Expert Group ‘Drug
Regulatory Affairs’ of APV,

BIO PS2-2

BIOGRAPHY T.P. LAYLOFF
P, Layloff _
Supply Chain Management System United States of America

Thomas Layloff, Ph.D,

Dr. Layloff serves as Quality Assurance Manager, Supply Chain Management System
(SCMS), for the 1S "President’s Emergency Plan for AIDS Relief in Arlington, VA, He
also is & Special Government Employee ta the U,8, Food and Drug Administration Center
for Drug Evalvation and Research (CDER) &5 2 member of the Manufacturing Advisory
Sub-Commitiee and Past-Chair of the Pharmaceutical Analytical Technology (FAT) Sub-
Committee. These commitiees are advisory to CDER in the development of & puidance
documents which will address the incorporation of new technologies into the approval and
‘inspection processes.

Prior to joining SCMS he served as Principal Program Associate for Pharmaceutica)
Quality, Management Sciences for Health (MSH), Arlington, VA on the Bill and Melinda
Gates Foundation funded ‘Strategies to Enhance Access to Essential Medicines' (SEAM)
primarily in Tanzania and Ghana. Prior to Joining MSH he was Vice-President and
Director of the Pharmaceutical Division for the United States Fharmacopeia, He also
previously served in CDER s Assoclate Director for Standards Development (Rockville,
MDY} and for over 20 years as the Director of FDA's leading pharmaceutical testing
laboratory in St, Louis, MO,

He is a Past-President and Fellow of AOAC Internationa) and Fellow of the American
Association of Pharmaceutical Scientists,

BIOGRAPHY S.H. JIN
S.H.J, Jin
Nat, Inst. for Control of Pharm.& Biol China

Prof, Shachong Jin received the BS in Medicinal Chemistry from Bejing Medical College
in 1970, From 1980 to 1982 he was an invited Visiting Scholar engaged in quality contral
of antibiotics at the Bureau of Drug Research, Health Protection Branch (HPB) Canada.
During 1990*s he spent two and half years as a Senior Visiting Scholar for study on
mechanism of bactetia resistance at Istituro Superiore di Sanitd Italy.

Since 1996 Prof. Jin has been promated as the Dep
Director of National Institute for the Conirol of Pharmaceutica! and Biological Products
(NICPBP) and Lie has been appointed as the Director General of National Center for ADR
monitoring since 2006, He was former Chief of Division of Antiblatics of NICPBP for over
10 years, He is the Adfunct Professor of Chinese Academy of Medical Sciences and China
Pharmaceutizal University,

uty Direttor and Executive Deputy

Prof. Jin is the member of Chinese Pharmacopoeia Committes and Chairman of Sub-
Committee on Antibiatics, the member of China National Acereditation Board for
Laboratories, He is also the member of WHO Expert Advisory Panel on the Imernations]
Pharmacopoeia ang Pharmaceutical Preparations, In 2005 he was elected a5 8 member of
the Reference Standards Expert Committee of United States Pharmacopoeia (USP),

For the past 30 years, his research interests have focused on safety evaluation and quality
control of pharmaceutical products, Prof, Jin has published cver 150 scientific papers and
received more than 10 National Awards for Development of Science and Technology.
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BIOGRAPHY A.C. MOFFAT
A.C. Moffal
School of Pharmacy, University of London United Kingdom

He is Professor of Pharmaceutical Analysis at The School of Pharmacy, University of
Londan where be heads the Cemtre for Pharmaceutical Analysis. The Centre provides a
focus for research and education in pharmaceutical analysis within The School and is
extending the world-class knowledge base in that fieid. In particular, Near-Infrared
Spectroscopy is being used: to further the technigue, increase its use in the pharmaceutical
industry and get it aceepted by the repulatory anthoriiies,

He was previously Chief Scientist at the Royal Pharmaceutical Society of Great Britain
where he gave advice on scientific matters to the Society's Council and other depariments
within the Sociely. Part of his duties was Lo wrile policy papers concerning the seientifie
aspects of pharmaceutical health care and how it may be delivered to the community at
large, He has extensive knowledge at first-hand of pharmacy in the community, academic
and hospita) settings, and has excellent links to the pharmaceutical industry, He also acted
us the Society’s scientific spekesperson for the media.

He hag aver 300 publications as well a8 the co-atiborship of 7 books {Including Clarke's
Analysis of Drugs and Poisons). :

Hig awards inclode the Brilish Pharmaceutieal Conference Science Award, Society of
Analylical Chemistry Silver Medal, Philip Allen Award of the Forensic Science Society,
joint award of the BUCH] 2002 Award, the Academy of Pharmaceutical Sciences Medal
und the Royal Pharmaceutical Society's Charter Gold Medal, ’

He is currently 2 member of 2 number of Committees including the British Pharmacopoeis
Commission.
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SCREENING TESTS TO DETECT COUNTERFEIT PRODUCTS
. P, Layloff
Supply Chain Management System United States of America

Implementing rapid sereening test Pprocedures to detect counterfeit products at Ports of
Entry (POE) is the best means 10 protect the markeiplace. Since at the POE the produets
have not been admisted through customs they have no legal status and since they are not in
distributien entry denial provide thorough protection, Rapid screening tests do not
appreciably stall the entry process so essential medicines which are of goad quality may be
cleared quickly, Some experience with the use of Thin Layer Chromatography (TLC) to
screen product quality will be presented,

A POWERFUL SCREENING SYSTEM FOR THE DETECTION OF
COUNTERFEITS DEVELOPED IN CHINA
S.H.IL Jin
Nat, Inst, for Control of Pharm.& Bio! China

Since Counterfeit drug is a vile and directly impacts on human health, The State Food and
Drug Administration (SFDA) China has made great effort to combat this serious criminal
offence. The National Institute for the Control of Pharmaceutical and Biological Products
(NICPBP) in Chins developed 4 mabile Inboratory vehicle for drug screening tests, which
mainly consists of information system, TLC system, wet chefmical reaction systzm and
non-destructive detection system---—-Near Infra-Red spectrometer {NIR} in a modified
vehicle, There are more than 600 drug preparations including anti-rmalaria, anti-AIDs, anti-
TB and other essential drups could be rested in

moblls laboratory, Both qualitative and quantitative NIR madels of macrolide amibiotics
were established. According to the pilot study in Hubei province China in 2005 mare than
60% of suspected samples screened by drug mabile lzboratery were confirmed as
ceunterfeil, adulterated or substandard drugs, The Chinese government has aliacated 70
million USD 10 equip 400 drug mobile laboratory vehicles for local drug regulatory
nuthorities, which will play very important roles in health protection for patients living in
Chinese rura) areas.
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BIOGRAPHY P W, SWAAN
W. Swaan
University of Maryland at Baltimore United States of America

Drr. Peter Swaun is an Associate Professor of Pharmacentical Sciences and Vice-Chair for
Researchal the University of Maryland in Baltimore, MD, He réceived his Ph.D. in
Biopharmacentical Sciences from Utrecht University in The Netherlands (1993) He was 4
postdoctoral fellow at the Univergity of California, San Francisco until he accepted »
fuculty position at the Chio State University in 1996, He received the AAPS New
Investigator Award in Pharmaceutics and Pharmaceutical Technology in 2000, He is 1
member of the edilaria) board for The AAFS Journal, the Jeurnal of Pharmaceutica)
Sciences und serves as Editor for Pharmaceutical Research, He has published over 60
origina] research aricles focusing on all aspects of ransport proteins in drg targeting and
delivery, pharmacokinetics and pharmacodynamics,

BIOGRAPHY A. MEHTA
A. Mehta
Mehta Consulting LLC United States ol America

Dr. Al Meht recieved a Ph,D, in Pharmaceutics from the University of Maryland in
1081, He was ussociated with Ayerst Laboratories {now Wyeth Ayerst) from 1981 1o 1984
in the solids fromulation section as Group Leader, His respansibilities included
development of formulations and processes for ethical drugs for canventional and
controllzd-release dosage forms both for the USA and internationu] markets.Dr. Mehta
joined Nortec, o Glatl proup company in 1984 and was Viee-President unti] 1989, He was
responsible for the precurement and development of products for several multinational
pharmaceutical companies, In addition, the products selected and developed by Dr, Mehta
at Nortec have led Lo several U.S, Patents, licensures and commercialization both in the
United States and overseas markets, In 1990 he founded Elite Laboratories, Inc., 2
company specializing in Qral Drug Delivery Systems and he served as Chairman, Presiden
and CEO of Elite unti! June 2003.

Dr. Mehta is & Registered Pharmacist in the State of Maryland and has practiced retail and
hospital pharmacy. He has also worked for United States Pharmacopoeia and several
pharmaceutical companies overseas {Roche, Pfizer, Pharmpak).

He is an inventar in over 15 U.5. and International Patents and several more applications

have been filed. He is currently working as a congultant for Mehta Consulting LLC in the
pharmacautical/biotechnology ares,

BIO S1

BIO S1 :

BIOGRAPHY R.0, WILLIAMS III
R.O. Williams HI
‘University of Texas at Austin United States of America

Bill Williams is the Johnson & Johnson Centennial Professer of Pharmaceutics at the
College of Pharmacy, University of Texas at Austin. He earned a B.5. in Biclogy from
Texas A&M University, a B.S. in Pharmacy from the University of Texas at Austin and
Doctor of Philosophy in Pharmacewics in 1986 from the University of Texas at Austin.
Dr. Williams worked 9 years in the pharmacentical industry in the United States and
France before relarning to the University of Texas at Austin, Dr, Williams is a member of
the American Associstion of Colleges of Pharmacy, American Association of
Pharmaceutical Scientists, American Chemical Society, Association de Pharmacie
Galenique IndustrieTle, Controlled Release Society, and European Federation of
Biotechnalogy. Dr. Williams® research interests include development of novel drug
delivery syslems for oral, pulmonary, nasal, injectable, bucea] and topical applications,
developmen! of novel particle engineering technologies for low molecular welght drugs,
peptides and proieins, and analytical technologies 1o characterize actives, excipients and
polymers. He has published over 80 articles and boak chapters in the fields of ]
pharmaceutica! lechnology and drug delivery, He is an inventar on numeraws patents and
patent applications. Dr, Williams is the Editor-in-Chief of the research journal Drup
Developmem and Indusirial Pharmacy, and serves as a reviewer for International Journal
af Phurmacentics, Pharmacemtical Reseitrch, European Journal of Pharmaceutics and
Biopharmaceutics, §,T.F, Pharma Sciences, AAPS PharmSciTech, Journal of
Pharmaceutical Sciences, Pharmaceutical Development and Technology, Journal of
Membrane Science, and Journal of Controlled Release,

BIOGRAPHY R.L. WILLIAMS
R.LW, Williams
U.S. Pharmacopeia United States of America

Roger L, Willizms, M.D., has been the exeeutive vice president end chiel sxecutive officer of the United
Stales Pharmocapeia (USP; since April 2000, Warking with u staff e nearly 400, Dr. Williams provides
strategic lendership for USP a1 the dircelion of USP's Board of Trusiees. Dr, Williams also serves as
chair of the Council of Experts, USE's scientific body, which continuously revises 1he Unied States
Phermacopein and Naliona! Formulary. Since joining USP, Dr, Willinms hus led o re-engincering efforl
designed 1o assure that USP's products and services meet the necds of its constiluencics, These
constiluencies include practitioners and patients/consumers wha scek sefe, effeciive, and good quality
therapeutic products as well as phermacentical manufacturers, compounding prolessianals, and many
other stokeholders. Dr. Williams s rearganized the structore of the Council of Expens, brought focus
te its science-based decisions, and has aligned UST's efforts with-other phasmacopeias throughout the
world. He hus estoblished stakeholder forums thut pramate communication with and inpw from
pharmaceuticsl ond dietary supplement manufaciurers, compounding professionals, patiem silfety
advocates, end USE's membership. He is USP's lead representative for international aciivities und
autreach effaris 10 the many professional zroups and sacielies who share USP's public heulth mission,
The sirength of USP's public progranis has allowed USE to expand its public health mission botk
nistjonally and Internutienally. For instance, USP will soon be establishing o site in India und will slso be
publishing the USP-NF in Spunish. Dr. Williams recetved his undergraduate depree st Oberlin Callege and
his medical degree and training in internal medicine at the University of Chicngo, He served in the United
Stales Anmy, both in Koren snd ut Walter Reed Army Instilule of Research, where e eonducied ami-
rmularial drug resenrch. Afier completing n fellowship in clivictl phurmacology st the University of
Culifornia, San Francisco, in 1974, he continued &5 a faculty imember until 1985, He joined the Food and
Drug Adminisiration in 1990 as the director of the OHice of Generic Drugs in the Center-for Drug
Evaluation and Reseurch, moving 10 assozinle directar in the Center in 1093 and depuly center directar
for pharmaceatical science in 1995, Inhis capacity, he had oversight for the Centes’s Office of New
Drug Chemisiry, Gffice of Generiz Drugs, Office of Clinical Pharmacology snd Biopharmuceutics, and
Office of Rescarch and Testing, Dr, Williams is n member af the medical hanor societies Phi Bets Kappa
and Alpha Omegn Alpha. He is a fellow of the American Assacialion of Pharmacewmics] Scientisls, an
expert member of the Internationiil Pharmncy Federation (FIP) Board of Pharmaceutical Sciences, and
represents USP 4t the World Health Organization, He has anhored or co-unthored approximmely 175
repeds in the arens of clinical pharmacelo gy, paticnt safery, biopharmaceutics, and pharmucentical
chemisiry, and has published books o elinical pharmacology and regulstory science. He retains an
udjunct appointment at UCSF, serves on the Board of Overseers for the University's School of Pharmacy,
is u member of Phurmacewmical Foundation Adviscry Council of the College of Pharmacy a1 the University
©f Texes &l Austin, and serves on the Board of Directors for the Ameriean Seciety for Clinical
Pharmacology and Therapeutics, Dr. Williams is 2 board-cestified internist and clinical pharmacclogist.,
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| APFLICATION OF FLUIDBED PROCESSING TECHNOLOGY FOR
DRUG DELIVERY
A, Mehta
Mehta Consulting L1.C United States of America

Fluidbed processors are being increasingly employed to develop and manufacture modified
release drug delivery dosage forms. This is particularly true for trulti-particulate gystems such
as coated powders, actives, crystals, granules, jon exchange resins and pellets, Different types
of fluidbed equipment and their applicability in the manufacturs of such dasage forms will be
reviewed, Pertinens process variables that can influence the end perfomance of these praducts
will be discussed along with case studies,

ABS S1

NANOTECHNOLOGY: NEW TECHNOLOGIES IN DRUG DELIVERY
AND DRUG DEVELOPMENT
RLW. Williams
U.S. Pharmacopeia United States of America

New technologies in drug delivery have offered imany benefith to practitioners and patients. These include
moditied relense dosape forms, first for arel sdrninisteation, and more recently for parenteral ndministration,
niew spproaches to deliver medicines 1opically and transdermally, new routes of ndministration, and
increusingly sophisticated ways to bring life-saviny medicine directly 1o the site of action. While sdvances
have been impressive, the human body generally allows only five primury routes of sdiministration; by-
injection (parenterat), by inhalation, oral, topical, und mucosal, Nanotechnology is being explored from s
namber of standpoints to determine whether it will join the impressive arry of new drag delivery and other
technologies thut huve advanced patient care, M5 #pplicutions ure prodigious and cover virtuwally all types of
medicines, devices, cosmetics, and foods, Overarching issues and oppoeriunities for nanatechnalogy are
considered in the US Nationa! Nanotechnolagy Initiative, which involves 23 US gavernment apencies, FDA
is one of these ugencies and has formed an jnternal graup (Nanatechnalogy Interest Group) 1o manitor
progress und coordinate sctivities, Key issues urising in connection with FDA regutation include: a)
determination of primary mode of action for drugs and devices employing nanotechnalogy; b) regulatory
setion occutring well after development of specilic appl telying an 1
u repulstery epproval process for many FDA-regulated anicles, thos preclading careful scruting of safety and
ullieal issues, At this time, there ase few if any medicines under FDA's purview thut explicitly rely on

nanctechnology, Nanetheless, expectations are high that nanolechnology may be used in many positive ways,

€.£.. 1 promale absorption and/or delivery to the site of action of both nancomplex (small) and complex )
{proteins, other) drug subsiances, USP belicves that some aspeets of 8 drug substance or dosage form that
rely on nanotechnolopy may require controf, depending on safety and efficacy impact, USP at this time has
not praducet a General Chipter that provides information on such control, although several General

Informatian Chaptess in development speak o specialized aspeets of nantochnalopy, like the use of DNA and

RNA micronrrays. Alsa, no monbgraph in the United States Phanmacopeia-National Formulury provides
contral specific 10 nanotechnology, although some documentary standards in USP contra) particle size, To
keep ubreast of cuiting edge selence and technical approaches, the USP 2005 Canvention concluded the
following resotution:

USP resolves 1o work with appropriate stakeholders 1o track emerging sciences and technologles, and when
Sppropriute, to develop infarmation, best practices, and standands that have direct application to the public
henlth and patient core,

Ta uddress this resolution, the Couneil of Experts Executive Committee for the 2005-2010 cycle formed an
Advisory Panel (Chair: Dr, James Akers), This Punel will be populated with experts in o number of rapidly
tdvancing science and lechnica] arens, and representation on the lopic of nanotechnology is planned. USP
welcomes exchunpe of information about 1he deliberations af this Advisory Panel and will work to provide
such information to interested pasties,

logy; and ¢} absence of

MANUFACTURING CHALLENGES FOR PRODUCTION OF
NANOPARTICLES
R.O. Willtams 1]
University of Texas at Austin United States of America

Narcleehnology is a rapidly expanding field and its appl in the phar ical industry are L ing more
Bpparen as advancements cendnue 1o develop, Much of the current pharmaceutiont research Is focused on
developing nanoparticle 1echnolegies that enhance drug delivery by incressing cificacy or improving salety and
patient compliunce, Sotme of the drug nanoparticle production methods (hat have been investigated include various

hanteal processes, emulsification technigues, as well as supereritical fuid and eryogenic technologics, Recently,
four purticle engincering Lechnologics heve heen reported specifically aimed ot reducing drug particle siz 1o
cubance the welting, dissolution rete and bicavailabilily of drups that exhibil dissolstion rate-limited absorplion,
‘These processes arg known as Evaporative Precipiation inlo Aqueous Salution (EPAS), Controlicd Precipilntion
(CP), Spray-Fretzing into Liquid (SFL), und Ulira-Rapid Freezing (URF), The EPAS technology utilizes copid
phase separaticn 1o produce an aqueous dispersicn of stabilized drug nanaparticles, This is accomplished by
spraying a solution of drug dissolved in a water miscible drganic solvent inio gn &queous solulion Al clevated
lemperatures, As the organic sclvent evaporates, the squecs phuse quickly supersalurates with drug causing rapid
precipilation in the form of suspended parlicles. These particles may be siabilized 1o revent parlicle agplomeration
and growth durlng re-crystallization by 2 varizly of stabilizing excipients present in cither the agueous or organic
phases, With the CP pracess, hydrephobie drug is dissolved in a witer niiscible organic solvant thal is rupidly, yel
cantrollubly mixed with an squecus phase (untisalvent) causing sudden supersautation of drug in the aguecus
phase leading 10 rapid nucleation and formation of small pertictes, Similkr 1o the EPAS process, slabilizers can be
added clihier 10 the arganie or aqueous phases te prevent particle agglomeration during salvent evaporation and Lo
cnhance wetting and dissolution of the restling powder containing CP micronized drup, The benedil of (his
eonirolied process is that it allows drug particles ta be formed with the desired particle size and momphology, SFL is
a eryopenic process thal uses alctized spraying and rapid freezing 1o produce primary drug nanoparticles that are
amorphous, With this process, a sletion of drug and sxcipient stubilizers is sprayed throuph an atomizing nowele
below the surface of = liquid eryngen raservoir. The atomized droplets of feed solvtion wre rapidly frozen upon
eanact with the cryogenie liquid proventing phase separation of solule and resuliing in the formation of amorhis,
high surface aree nane-structured aggregales, The resulting frozen product is yophilized 1o produce a dry, frec
Dawing powder, URF also utilizes rapid freezing of drup/exeipient foed solutions 1o produce micron 1o sub-micron
aggregales of amarphous drug nanopanicles. Ia contzust (o the baich SFL process, URF cunbe s conlinuous
process wherehy the feed salution is capidly frazen when applied orlo a eryngenically eooled solid substrate, The
frozen product is eantinucusly callected rom the surface of the substrate for downstrean solvent removal by
Iyephilization with the end product being & dry, free-Nowing powder. For each of these four processes, it hus been
shown that with the incomparalion of apprepriale hydrophilic stabilizers the dissalulion rate ant bivavailability can
be dramatically increased for drups that exhibil dissolution rate-limited #hsorplion, The enhanced dissuhution rales
have been atiribuied 16 onz or more of the following porticle attribuies (1 incrensed sutface arew available for
dissolulion restlting from reduced drug perticle size, (2) metasizhle morphotopy, (3) oplimized wetting
churscteristics by adsorplion of hydraphilic stahilizers w the drog serface. These atiribuses all refaiz direetly to the
nanoparticle prochiction processes, and thercfure illustrate the intportance of ninoparticle echnolupy for enhancing
the perferniance of pharmageutical products,

-22.




Biographies - Bioeguivalence and BCS (S 2)

BIO S2-0

BIO S2-1

BIOGRAPHY D.M. BARENDS
D.M. Barends
RIVM Netherlands

Dirk Muarten Barends was educated a5 a pharmacist and high school teachey in chemistry,

Afier having obtained this grade in pharmacy in 1976 he hold a position at the University
of Utrecht, lecturing on quality control/guality assurance, After his Ph.D, in 1985 he ook a
pasition as Head of Quality Contrel in the pharmaceutica] industry.

Joining the Dulch Authority in 1987 he became Head of Pharmacentical Assessments of
the Medicines Evaluation Board in) 988, being the Dutch representative in the Quality
Working Party of the CEMP until 1998, He was chemical-pharmaceuticat Expert of the
EMEA, Expert of the Ceriification Scheme of the Ph.Eur, and member of ils Technica)
Advisory Board,

He is now employed by the RIVM, the Dutch Nutional Institute of Public Health, His main
responsihility is running a research programme to support the evaluation of the rechnical
quality of medicines by Dutch and Europeun health authorities, The core of this research
program is the development of biorelevant analyticnf methods and specification setting,
based an in-vivelin-vitre relationships, His is {co) author of 50 sclenific publications and
contibutes to conferences & warkshops with invited lectures,

Dirk Barends is co-chairman of the Groupe BCS of the International Pharmacentical
Federatian FIP and praject leader of its Biowaiver Monographs project,

Besides pharmacy his main interests are hill walking in France on 'les sentiers de grande
randonnée’ and writing short s1ores, inspirited by these activities.

BIO 52-2

BIOGRAPHY A.O. ARANCIBIA
Q. Arancibia
Universidad de Chile Chile

Graduated as pharnaceuticul chemist at the University of Chile. Postgraduate training at the
universities of Pavia, ltaly, and California, San Francisco, USA.

Profescr of the Department of Pharmaceutical Sciences and Technolegy. Faculty of
Pharmaceutical Sciences and Technology, Has published about 150 works in
pharmaceutical sciences, education and professional. Dacter Honoris causy of the
University of Auvergne, France, FIP Scientific Awszrd 2000,

BIO 52-3

BIOGRAPHY S. STORPIRTIS
S8.S. Storpirtis
BRAZILIAN AGENCY SANITARY SURVAILLENCE Brazil

Sflvia Storpirlis is a pharmacist who received her PhD degree in 1992, She is also
specislist in Clinics] Pharmacy and Pharmacokinetics and member of the Brazilian Seciety
of Hospital Pharmacy.

She has been teaching at the Faculty of Pharmacetical Sciences of the University of Sao
Pavlo in Brazil since 1988, since 2000 as Assoctated Professor. She is the Director of
Hospital Pharmacy and Laboralory Division a1 the University Hospital, since 1992,

Her research iy related to Biopharmaceutics, specially Dissolution, Bioavailalility and
Bioequivalence. She has been collaborated in investigations of formutation properies using
thermo unalytical tlechniques,

As u consullant for the Brazilian Agency for Sanilary Surveillance (ANVISA), she has
been working actively in the elabomtion and revisian of the technical regulations for
generic and similar products in Brazil,

More recently she is in charge of the Committze of Pharmaceutical Equivalence,
Dissolulion, Bioavatiability and Bicequivalence linked to Brazilion Pharmacopoeia
(FARBRAS) and member of the Bioequivalence Working Group in the scope of the Pan
Americun Network for Drug Regulatory Harmonization - PANDRHA, supparied by the
Pan American Health Organization/World Henlth Organization - PAHO/WHO, since
2000,

BIOGRAPHY J.E. POLLI
1.E. Polli
U of Maryland School of Pharmacy United States of America

Dr, James E. Polli is Associate Professor of Pharmaceutical Sciences al the University of
Maryland School of Pharmacy. He received a B.S, in Pharmacy from the Philadelphia
College of Pharmacy and Science and & Ph.D. (pharmaceulics) from the Universtty of
Michigun, Dr, Palli's research interest evolves around the performance and pharmaceutical
quality of orally administered medicines. His two main research Interests are maximizing
aral bioavailability through formulation and chemical approaches and developing public
quulity standards for oral dosage forms. He has published in the areas of dissalution, drug
intestinal permeability, prodrug design, ora! biouvailabilily, in vitro - in vivo correlation,
and bipequivalence. He serves as AAPS PDD Chuir-Elect, Co-Chair of the FIP BCS
Working Group, and member of the WHO Special Interest Group on BA/BE and the USP
Expert Cammittes on Biopharmaceutics, He is an Edilorial Board member of Journal of
Pharmaceutical Sciences, Molecular Pharmaceutics, Pharmacewical Research, Buropean
Journal of Pharmaceutical Sciences, AAPS PharmSzi, and Pharmacemical Technology.
Dr, Polli has received the AAPS New Investigator Award in Pharmacewtics and
Pharmaceutical Technology. He is a licensed pharmacist and 1eaches professional
pharmncy stdents and graduate students, '
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BIOGRATHY K.K. MIDHA
K. Midha
University of Saskatchewan Pharmalytics Canada

Dr. Midha is Adjunct Professor of the College of Pharmaay and Nutrition, University of
Suskatchewan, Suskatoon, Canada, Dr, Midha's innovative uppronches to drug studies
have yielded over 300 research articles, and he has recejved numergus research awards
from all over the world, which include the Kolthoff Gold Medul from the American
Pharmucentical Association, Washington D.C. USA; Research Achievement Award from
The Warld Congress of Phurmuceutical Sclences Kyoto, Japan; Eminent International
Seientist Award from the Inctiun Drug Manufacturers Asgociation, Mumbaj, India, In
1995, Dr. Midha was invested with Canada's highest award, The Order of Canads, Dr.
Midha Is Vice-President of the Internationa) Pharmaceutical Federation (FIPY and his
leadership in pharmaceuntical sciences has included chairmanship of the Board of
Pharmaceutical Sciences of FIP, co-chairmunship of Bio-Internationat Cenferences
sponscred by FIP and the Amercan Association of Pharmaceutical Scientists, and
membership on the editoriol boards of severa] journals, He is & recognized nutherity on
issues of biouvuilability, bioequivalence, bicanalysis, pharmacokinetics, and
pharmucodynamics, Dr. Midha works Elobally with pharmiaceutieal industry as an advisor,
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ABS §2-1

ABS S2-2

OVERVIEW OF GENERIC DRUG APROVAL PROCESS
0. Arancibia
Universidad de Chile Chile

The nitional health and drug regukatory aulholorities should ensure that sll (he
pharmaceutical producs subjects 1o their contral are in conformity with acceptable
standards of safety, efficacy, and quality, and comply with Good Manufucturing Practice
{GMP) standurds. Generic or multisource produets to be accepted should meer GMP,
quality control specifications, and pharmaceutical product interchangeability. These points
are diseussed in thispresentation,

ABS S2-3

APPLICATION OF BIOANALYTICAL METHODS VALIDATION IN
BIOAVAILABILITY, BIOEQUIVALENCE AND
PHARMACOKINETIC STUDIES

S.8. Storpirtis ’
BRAZILIAN AGENCY SANITARY SURVEILLANCE Brazil

Method validation is the process of demonstrating that the analytical method it suible for
its intended use, The validation preeess establishes documented evidence that provides a
high degree of assurance that the test method will cangistently provide accurate tess results
that evaluate o product against its defined specification and quality attsributes,

Validation of bioanalytical methods is considered as an essential part required in support of
drug products registration in the case of new drug applications (NDA} and abbreviated

new drup applications (ANDA). The development of i bioanalyiical method validation
pretacol should be based on the requirements of the product specification and regulatory
guidelinés, A protocol should include the target method o be validated, pre-approved
vatlidaiion elements, and acceptance criteriz, ss well as the description of the requirements
for protocal execulion, experimenta) design, and a procedure when acceptance criteria are
not met.

It is important 1o stand out that the instrumentaticn selection, the standards qualification,
and the adequate number of trained personmel are critical aspects. For bioavailability,
bioequivalence and pharmacokinetic studies, mainly when the quantification of metabolites
is required, the HPLC and GC procedures are widely used specially with mass
specurometric detection (LC-MS, LC-MS-MS, GC-MS§, GC-MS5-MS).

A typical validation includes accuracy, precision, linearity, quantification limit, specificity,
stability, recovery, and robustness parameters. The validation report shoult! also contains
the documented discussion of uny daviation from the protocal, justification of the
deviation, and the analysis of the impact on the resulis cbtained.

As the Brazilian experience with bioavailahility and bioequivalence studies is growing

since 1999 with the implementation of technical requirements for generic drug applications,
general issues are discussed about the guideline of binanalytical methods validation used

by ANVISA, the evaluation process of these dossiers and the measures adopied to improve .
the knowledse in this field.

ABS 524

BCS: MEASUREMENTS OF SOLUBILITY AND PERMEABILITY
J.E. Polli
U of Maryland School of Pharmacy United States of America

The BCS aliows for the waiver of in vivo bioequivalenee studies for certain IR products,
by considering solubility, permeubility, and drug product dissolution, The objective of this
presentation is 1o discuss methadological approaches to measure solubility, permeability,
and dissolution to BCS classify a drug, including literawre sources and in silica
upproaches. Permeability assessment will be emphasized, Additionally, example
classifications will be discussed (Potthast H et 1. I Pharm Sci 94:2121-31 2005)

The shuke-flagk method is well aceepied 10 measure solubility. Afier equilibration
between excess dnug und volume, suspension is filtered and quantified. Final pH shouid be
verified; re-adjusting pH and re-equilibration is often necessary. Liternture refirences {e.g.
Merr Index) have been employed (o estimute solubilily class (e.g. Kasim NA et al, Mol
Pharm 1:85-56 2004; Lindenberg M et u). Eur 1 Phurm & Biopharm 58:265-78 2004),
Regarding drug product dissolution, compendial apparali are favored, although the
selsction of specific parameters is often product specific, The FDA BCS defines rapidly
dissalving as no less than 85% dissolved in 30 min, using USP Apparatos 1 at 100 pm (or
Apparatus 2 81 50 rpm} in 900mL or less in each of three specific media that differ in pH.

The FDA BCS gidance defines highly permenble as 90% or more extent of human
absorption, bused on mass balanee or comparison to IV. Such daia are often not available,
such that permeability i§ desirable, High permeability is assessed relative 1o a reference
campound {e.g. metoprolol). Scientific consensus favors reducing 90% cut-off to 85 %,
with seme Class 3 biownivers possible (Polli JE et 2], 1 Pharm Sci 93;1375-81 2004).
Permenbility methods include in sity animal intestinal perfusion, excised animal tissue, and
cell culture. Cel cultore (e.g. Caep-2) will be discussed, along with ather issues (e.g.,
active drug efflux, method suitability), ‘

WHO GUIDELINES ON REGISTRATION REQUIREMENTS TC
ESTABLISH INTERCHANGEABILITY
K. Midha
University of Saskatchewan Pharmalytics Canada

This guideline makes recommendation to sponsers for the requirements of 2 multisource
(generic) pharmucentical product approval in their respective counries. The appropriate in
vitro and in vivo requirements are discussed, 1t Js imperative that the national health and
drug regulutory authorities by which & particular product is controlled assures that the
acceplable standards of safety, efficacy, quality and good manufucturing practice are met
to ussure interchangeability and thus therapeutic equivaiznce ta the comparator product, In
turn this can be achieved when (he multisource product is both pharmaceutically equivalent
or pharmaceutical allernutive and bioequivalent, Test methods ofien nsed 10 establish
equivalence may inclade compurative pharmocokinetic studies in humans, comparative
phurmacodynamic swdies in humans, comparative clinical trinls and comparative in vitro
tests, Acceptance of such tests in the documentation of equivalence will depend on many
factors, .. formulation nnd the agtive pharmaceutical ingredient (API),

The puideline deals with bioequivalence issues of drugs with long half lives, considerations
for genetic phenotyping, standardization of study conditions and selection of the
comparator product, The need for sludying of metabolites, enantiomers as well a5
bioequivalence studies under fed or fasting stutes are also discussed. Special
considerations in dealing with highly variable drugs, fixed dose combination products and
the applicability of truncated meirics in establishing bloequivalence are presented,

The new BCS system and approprinteness of biowaivers based on solubility, permeubility
{API) and dissolution {dosage form) are presented and discussed with recommend:ions 1o
exiend biowaivers from Class 1 (highly soluble and highly permeable) 10 Class 2 (low
solubility/high permeability) and Class 3 (high solubility/low permeability). Qualifications
for biowalvers based on dese proportionality of formulations which are proportionally
similar are discussed. In this presentation 1 shall discuss some pivotal points of the revised
WHO guideline highlighting when it differs from the earlier version and how it compares Lo
guidelines of other countries and regions, -
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BIOGRAPHY D.J.A, CROMMELIN
D.LA. Crommelin
Dutch Top Institute Pharma Netherlands

Daan I.A. Cronmnelin, Ph.D.

Prof, Daun Crommmelin % presently sciemific direcior of the Dutch Top Institute Pharma
in Leiden, He is also professor at the Department of Pharmacentics at Utrecht University,
He is adjunct professor at the Depariment of Pharmaceutics and Pharmacentical Chermisery
at the University of Ulah, Cromrelin is Chief Scientific Officer of QctoPlus, 2 Leiden
based company specialized in the development of pharmaceutical product formulations and
advanced drug delivery systems. He published extensively and is on the editorial board of
10 peer reviewed journals in the pharmaceutical sciences, He presently chairs the Board of
Pharmaceutical Sciences of the International Pharmaceutical Federation (F.LP.) and is
chuir of the organizing committee of the Pharmaceutical Sciences Warid Conference 2007
in Amsterdam. He is president elect of the European Federation of Pharmaceutical
Sciences (EUFEPS),

BIOGRAPHY L. ODA
L.M. Oda
ANBio Brazil

Leila Oda has been graduated in Chemistry in 1974, master and doctor in Microbiclogy
and Immunology by the Federa] Uriversity of Rio de Jangiro, having developed thesis on
surface antigens charscterization of microorgenisms, She has made post-doctaral studies
abroad, amongst them one in evaluation of risks of GMOs in the Center of Genetic
Engineering and Biotechnelogy, Trieste, Ttaly. It was member of the Brazilian Biogafety
Committee- CTNBjo in the period of 1996-2000, being president of the Committee during
two years, She is senior researcher of the Oswaldo Cruz Foundation- Fiocruz working on
Biosafety programmes and researches, since 1982, She was respansible for the
implantation of the Control of Quality of Vaceines in the National Institwe of Quality
Controi in Health and of the Biosafety Nucleus of Fiocruz, She was consultant for the
World Health Organization and to the Pan-American Health Organization in the subjects of
quality control of vaccines and Biosafety during the petiod 1982-1986, co-ordinating the
self-sufficiency Brazilian program in biologieal products at Fiocruz, She hag published
mare thar 100 articles on scientific magazines, books and books’ chaplers, She is at this
momznt FAC's ad hac consultant for the subject of risks analysis of GMOs. She has mude
several consullation trips to Latin America and the Caribbean siming the implantation of
Biosafety systems in these countries, She is member of the Scientific Advisory Commiittee
of the United Natlons University for Latin Americy and the Caribbean and presiden of the
Biotechnology Committee of India-Brazit Chamber. She estahlished the Natiena] Biosafety
Association- ANBjo and she is the Chair of this scientific society since 1999,
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ABS §3-1

ABS 83-2

BIOTECHNOLOGY DRUGS: HOW ARE THEY DIFFERENT FROM
OTHER DRUGS?
AR, Moreira
SPI USA Inc. United States of America

Classicul phurmacewtical drugs are made up of smal] synihetic molecules which are
produced by a prescribed method, On the other hand, biotechnolagy drugs are lurger and
heterogeneous molecnles manufactured from living cells by very specifie processing i a
sterite environmenl. These drugs differ from pharmacentical drugs in their size,
complexily, structure and method of manufaciure. Such products inelude therapeutic
proteins and other producis obtained by genetic enpineering techniques, as well as celiular
and gene therapy products, '

Biolechnologica] drups are derived from living organisms. They are difficult to quantify
und often easily subject to damage by facters such as heat, light, and shear forces, They
ure also prone to contamination from many sources which can be difficull te detect und
remove. They imeract with the buman body in many ways that can (rigger an immune
response,

This presentation will provide an overview af the key characteristics of biopharnsceuotical
drug products and of the corresponding manufacturing technologies. It will highlight the
importance of the manufscturing process on the final product quality attributes and the
scientific challenges associated with the development of these products under strict
regulatory agency compliance requirements.

ABS §3-3

GMO: GENETICALLY MODIFIED ORGANISMS AS SOURCE OF
BIOTECH DRUGS
L.M. Oda
ANBio Brazil
Begianing in e carly 19705, advances on melecular biolopy and genctie eogincering have Tad to enoemas progress on the

aihitity 1o undecsiand of tie Wa-tnolecular roule of Imman diseases, Puul Berg firse produced the e-DNA in 1972 und 1his led
the first transfermution of Escherichia coli tetls in 1973, 1t was founded the basis for penetic engineering (cehnalngy o

DNA recombinant lechnnlgy, In 1952 wus an the market the first biopt i) product, u k] fruman
prochi, the lnsolin,
Alter moe lan twa decades o] se contil plebu) expansicn, business formation amd teel ik diversificiion, the r-

DNA (hernpoigies secior includes ondreds of congusics. worldwite ti arg invotved in discovery, develypment und
narketing of -DNA products,
Antbyses ol key trends reluting w sipprovei and pipeiioe pradacts worhiwide reveal thiat fhe ewrront lzading --DNA

[ ics will contimue to dmniname the markel.

With (he possibiliey of the wacld's first ie plunt-prodiced Bioph | being upp For wse this yonr, a
vaveine sgninal the Neweastle diseuse, workdwide atestion is focusing on tie fuuristic breaktsoughs tiat could
drarnaticatly alier the Wophaem manufacioring landseipe wsd drive sales past the S12 bitlion mark by 2013,

By wsing anima) anl phal platd 3ts b suther tiin estubTished priducti hinnl which use OM liazteria,
yizist, end culwred maminalisn cells, the poentisl 1 provide large quantites of complex proieins In & more cost-efletlive
munner s arrived,

A new study on T Animals snd Plants ig DI I Resenrel apd Manulueturing, predicts that seversl such
thrugs will ge 1ol mirkel this yoir, and dhe sacked is expecled w reach $225 million,

Furtlier relining of such echnology anl the anticipuied nppraval of oilior plani- and snimal-derived drugs currenity in
clinfeal triny aze expesiend i grow the market by [40% aver the nexl six yoirs,

Words Tike Mulecular Farmiing, Plantitxlios, Platigens, PMP {Plant mude Pharimazeurizal), PMIP (Plant Made Indosiria!
Prateln producesy anl Edible vacgines will be imare and more frequent in the pl ical industry lary.
Mealienl Moiceular Furming is 1he growing und barvesting of genetically engineered crops of Iransgenic plunts, roduce
binpharenaventicals, The purpose i uruse these molecular ereps s biologicul Factorias i geacrate drups $iGell or
ekpenstve 10 protluce i sy gther way, Combining plant geneties, hinlogy and pene delivery, sientists Lake genpy
froon nilier sourees, such as siecoeganisas, and splice them into The plant’s gename, Ducing norwl growil these
genetically engi | plunts syniliesi hiniuin) proteing which can be Therapeutics, Vieeines, Blood substimies,
Enzymes nr Dingonstics wiich are then exiraeied e the erap, These tansgenic leehniyues are already being used w
prehuce vaveines for some animal diseases, sueh as mink enteri; 5. Muny otlices are al sdvanced stuges, fuch s
nensles vaceine in AusteaTion patatess aid drogs 10 fight caneer, heart disense, Infant diabeies and Crabir's dissase,
Therpeuric Proieins, edible vaeeines, ‘Flaoligens' (phmt substinees which cin cpuse production of humss or animal
antiboulies) wd 'pluniivlics’ thuesn or animat snidbixdics produced by Iransgenic plants) are alrendy in Clinical elals,

The future is already bere snd podueing biophammuccoideals Uwough nower mcthodolngies which wiilize e lower-cost
genetic cupnbilitics af plants and animals as oppesed 16 the enormously expenslve currenl methods of cell eullure
priwduction, Over the next several years, as mare snd more of hese drigs e npproved worldwide, we slioald hegin tn see
suel srinsgeate esnufacionng beeaming an indusiry sandacd which will help w keep hese Bigh-teeh drugs alerdable,

DELIVERY OF THERAPEUTIC BIOTECH PRODUCTS
D.J.A. Crommelin
Dutch Top Institute Pharma Netherlands

Pharmaceutical proteins ara large, ofien physically and chemically unstable molecules,
These clharncieristics lesd to two special features 1ypical for these molecules: 1)
formulating proteins (assessment of quality, selection of desage form, stability) is a
complicated matter, 2) the predominant route of administration is the parentera) route,

Formulating phurmaceuticut proteins is different from formulating low molecular weight
drugs, Because Lhe predominant roule of administration is by the needle’, with few
exceptions all protein products have to be sterilized (filtration, no autoclaving) or
manofactured under aseptic conditions, S'r_condly, pharmaceutical proteins are difficult to
fully characterize by physico-chemical or other means. Even a set of sophisticated
spectroscopic and chromatographic techniques fails to fully describe al) structural details of
the active protein, Moreover, projeins in an aqueous environmeni tend to Jose their
chemicul and physical integrily on slorage; this means that freeze drying under the proper
conditions (e.p., presence of lyoprotectants) is the rule rather than the exception. Finally,
the patient ofien receives not one protzin molecule, but » mixture of (gtyco)proein
molecules, e.q. differing in glycosylation patterns.

In this presentation the consequences of these issues on the design of delivery systems for
therapeutic proteins will be discussed and illustrated by evaluating current approaches,

-27-




Biogranhies - Natural Products research and development (S 4)

BIO S4-1

BIO S4-2

BIOGRAPHY 5. BHOJRAJ
S. Bhojraj
J88 COLLEGE OF PHARMACY India

Bhajraj Suresh, M.Pharm., Ph.D,, Prineipal, 1.5.5. Callege of Pharmacy, Ootacamund, &
President, Pharmmacy Council of India, New Delhi

Dr B Suresh is the Principal & Professor of Pharmacology, 1.5.5, College of Pharmacy,
Ootacamumnd, India and presently the President, Pharmacy Counei) of India, New Delhi,
He has received his M.Pharm in Pharmacology from Bangalore University, Bangalore &
Ph.D. from Bharathiar University, Coimbatore, in 1993, He joined the college in 1982 as e
Lecturer and then with his commitment and dedication was elevated as the Principal. His
Research interest include revitalization of traditional medicines, antifungal drug research,
pharmacological and toxicological validation of herbat drugs and their formalations and
promoting concept of pharmacy practice in India, He has authored 4 booles and has to his
credit over 160 research papers since 1984 , He is the First Indian Academician to bs
awarded FAPA Ishidate Award - 2004 (International Award) for the valuable services
rendered in the field of Pharmaceutical Education,

BIO S4-3

BIOGRAPHY T. HONDA
T.H. Honda
Hoshi University Japan

Dr, Hond, Professor of Organic Chemistry and Medicina! Chemistry, Faculty of
Pharmaceutical Sejences, Hoshi University, Japan, was born in Tokyo en 18th February
1947, He was graduated in 1969 from Graduate Course of the School of Pharmacy, Tokyo
University of Pharmacy and Life Science, and licensed Pharmacist at the same year, His
postgraduate course was carried out at Pharmaceutical Institute, Tohoku University, and he
obtained his Ph.D, degree in 1975 from Tohoku University based on ‘Synthesis and
Structure Determination of Corydalis species Plant, After finishing his post-doctoral work
from 1976-1579 at the Universily of British Columbia, Canada, he became 2 Lecturer at
Pharmaceutical Institure, Tohoku University. In 1981, ke moved to Hoshi University, and
became a full professor in 1992,

His major research works are synthesis of biologically active compounds inchuding natural
products, develepment of new synthetic reactions and reapents, and development of new
synthetic strategy for ehiral compounds, ete. He received The PSJ Award for Young
Scientists from The Pharmaceutical Society of Japan in 1989, and FIP Pharmaceuica)
Scientist Award 2004 in 2004,

BIO S4-4

BIOGRAPHY K, HOSTETTMANN
K.H. Hostettmann
School of Pharmacentical Sciences Switzerland

Kurt Hostetimann studied chemistry at the University of Neuchétel, Switzerland and was
awsarded his PhD at the ssme University, With a passion for plants, he contimued his
studies at Columbia University of New York. He was then given a post at the ETH in
Zirich, at the same time teaching at the Universities of Nenchate] and Fribourg, Since
1981, he has been a fu)l professor at the University of Lavsanne, Switzerland, and director

of the Institute of Pharmacognosy and Fhytochemistry. His teaching duties are directed at
" pharmacy students, both at the University of Lausanne and the University of Geneva, In
2004, his institute was transferred to the University of Geneva, His research interests
include the active principles of plants used in traditional medicine and the quality contral of
medicinal plants and phytomedicines. He is author of more than 450 scientific publications
and a dozen books, one of which has been translated into J apanese, Chincse, Indonesian
and Spanish, He has also published four books destined for a larger public and has
appeared in numescus television and radio interviews. Professor Hastettmann has received
several internationa) distinctions, the last of which were the award of the title of Honorary
Professor at the Chinese Academy of Sciences in Shanghai in June 2002, the title of
Doctor Honaris Causa at the University of Toulouse in France in 2003, the title of
Honorary Professor at the University of Panama in December 2003 and since February
2005, the title of Honorary Professor at Shandong University of Jinan in China, In
December 2005, Prof, Hostettmann was elected foreign ¢orresponding member of the
National Academy of Pharmacy of Paris.

BIOGRAPHY C.L.TAMAYO
L.. Tamayo
Flora Inc United States of America

Dr. Carmen Tamayo way educated al the Central University of Venezueln and received her Medica]
Degrez in 1985, Following four years of itemnship and Ppractice in general internal medicing, she moved
to Canada and pursued e degree In Public Healtly and Epidemiciopgy, She gradusted from the University of
‘Toronto in June 1994,

Dr. Tamayo infrigied her research carser at the National Cancer Institnte of Canads
evaluating complzmentary therepies for cancer, She joined the University ef Texas-Center for Allernative
Medicine Research i Cancer & Nationol Instiwtes of Healtl (NIF) funded center and partizipated in
several complementary and allernative medicine (CAM) projects sponsared by the Nalional Centre far
Complementary and Alernative Medicine (NC-CAM). She also worked as n medica] reviewer ut the
Centre for Evidence Based Medicine, Department of Clinical Epidemiclogy in Mc Master University and
more recently was appointed as exper reviswer for ths World Healih Orpanizntion and other
International committees, CAM and Phytotherapy journgls,

She acted 25 a Clinical Trig) Project Coordinator at the Buren of Product Review and
Assessment of Hexlth Caneda’s Natural Health Products Direciorate and collaborated in the development
of a Clinicol Trials Framewerk to evaluate netura) health products (NHPs) in Canada,

She currently serves as a medical and regulatory consuitant to botanical, natural health
products and phar feal companies both in dma 1 , clinical research and development ax
well as in clinical trinl monitoring and auditing, She collabarates with research and pepdemic programs at
the Universily of Weslern Ontario und direels research and developmen: projects a1 Flora lne,

Ske is alse co- chnir of the Natural Health Producl Special Interest Arca Committee
(NHP/SIAC) of the Drug Information Association {DIA) 1 forum that suppert and promote worldwide
collnborelive dinlogue for scientific evidence-based rescarch, knowledge management, und repulatory
issues concerninyg research and development of NHPs including herbal medicines, nutritional suppl 5
and functional foeds,

Her mejor areas of interest are the development end nnelysis of research methodologies (o
evaluate traditional systems of medicine and the safety and efficary of natural health produeis in general
and herbel medicines in prrticular, She serves in vorious CAM-Research netwarks, I8 an editorinl member
of the Journal of Ethnepharmscology tnd s funding eo-cditor of an Iniermet based Canadian CAM
joumal, Joumal of Integrative and Complemeniary Medicine (JICM) ~ An intermational forum for
evldence-based practices established at tlie University of Western Ontaro in London,

She is married (o a Venezuelan physician and scientist, Dr. Guillermo Arreazn and has two boys, Alirio 17
end Rafael 12, She loves reading, traveling and family life and serves a5 2 women's/youth leader and
public educster in several Christian and ner-profit orgeanizations,
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DEVELOPMENT OF STANDARDIZED HERBAL FORMULATIONS
S. Bhojraj
IS8 COLLEGE OF PHARMACY India

Herlal medicine is siill the mainsuy ul about 75-80% af the world popubntion, matnly in the developing vountrics for
pritnary ealth cere, This i primarily becunse of e general heliel tha herhal drugs are withaut any sitle elfecly besides
being chicap and loealiy svailalle, Acconding 1o the World Keulth Orgenizution (WHO), the use of herba) seined;
rouelout e werld exceeds thut of the eosventinng drps by awo o hree Hmes, Moay canyentional dnigs also arigingsd
feaun plant souzees, Some af the examples inelude uspirin (willow burk), dipoxin (from fxglove), ruinine {fram cinchong
burk) sl e pliiae (i the opium pappy). Herbul produets ace increasingly being sought oul not ondy os medieinal
products ol aise susacenticels and zosmetics, The wirld market e these produets is prowisg ot o rate of 15% per apnum,
Inalin’s stz 35 Gtk lexs thun 2% el be seold market in spile of the fuet that India s ong of the 12 emega bisdiversitics In
the warld. Theee are severad reasony for s, One of the majur regsons is tha (hese produets sre sot sacked by rigorous
seienitlve swdies e estiblish their salely, ey and standards, There ix s, u need 10 initiele acdvities in (his dirccGon
T bieke Dt vo the woeld leuderslip, The lazk of eonsistent yuality costril und muanufaeioring sundards is o e
peabtlean, 1 is inberendy diliculy i eovtrnl all e Gictors it aiTect 1 planrs chemien composition, The key to 1 healily
Tuiure af tae herlwl indusiry, however, bs standundizeion: stendardization of berhs secording w macker eompounds,

" of uclive Troan butels 10 btch, standerdization of esting ineahods deriss the industry 1o coafirm
these detive compiils, snd sisndandicaion of dusages o Timit consumer confusion. 1 s & praven faes it & lcge
pereciituge of herhod peoducts sold in the marker dosol contais the conen] of setives as cliimed on the Ithel, Manufaciorers
Snowdingly or unknewingty a0 gither sub Jitrdd err berisal i lical 1 the Dnished product or eompleicly
il tie berh fram the reeipe due 10 bigh cosss or non-uvwilbiBiy in e imarket, This i hecuuse e herbal products in te
kel tihiy have wol been subjeeced (0 grog appravil process o demansteale their ssfely and effectivenesy, Muny hierbal

s Gl hetween the for emds of teguiunory conge. Unlieensed prepurations ure thought 1o seenunt for aver 80 per cont
les, Thousand yeurs of wraduinarl use shiuld provide us witl velusble goidelines 1o the selettion, preparution
and application of herbal formulatinas, Te he aceepied as vigble alicnmiive lemoders medicine, the sume vigaroos metads
of selentific and ehinjenl wlu.’mlum must e aipplicd w prvee the safety and cifectiveness of these products. 1 is esseariul th
estahlish i ) iiclelines fior ussessing their quality, The World Healh Assembly in its resoluions
WHAS L1978, WHAAUIUL 1 9RT) sl WHA4ZAI(19RY) hus eenphinsized (e need in ensore tie yuality af medicina)
plnt pridunts by using snodern gualizy ctustenl sechiniques and spplying suitable standands,

Further, # st berhal recipe with proven efficasy i no gond 38 presenied n an unstable or wnatirscive or olhierwise
infirir dresupe form. Herbal producis for  glabad imerket have o be formulaied a8 per modeen phanmuceutical principies of
slubility and speed of relense, Prodotis need 16 e 1 i sound and Iriencliy pack hat will uet os
effective Tarricr against theel Another chalk Tor the focmulation schentist is 1 deliver the fruis of waditonsl
titwledpe a Uhe middern man ta suil his greseo lifestyle, The fomulation development has i follow various stages such
s,

LPreformulurion a A af the physi
excipients for the developmenty! work,

2. Fornwtation development

3, Evaluition of the develnped formutation for various pl
4 Stubilizy stutlies ug per the }OH puidebaes.

There s thus, 1 need w initue setivitics o i directing o take india w the workd leadzrsiip, Wil diis 34 view the TIFAG
Centee of Relevunce sand Extellence (CORE) was estalished 1 )55, Coltege of Pharmaey, Onfaenmund, which is ane of
the leading institutions in bulin and well cquipped. This centee will conlinue w provide suppart not oafy for stundardization
af herbal produces tue o ubracl huse for the discovery of bimictive Lends ram setive fractions und ative formutationy

i o syt o dlissourrine now e

cal s ol the - h, Selestion of the suilahle

und ph;

ABS 54-3

NATURAL PRODUCTS AS THE GENEROUS GIFTS FROM NATURE
IN MEDICINAL CHEMISTRY
' T.H.Honda
Foshi University Japan

Threughout the history of medicinal chemistry we find that the study of natural products
frequently hag provided the jmpetus for great advances. For example, one of the famous
nen-steroidal ant-inflammstory drugs {(NSAIDs), aspirln, was developed based on the
structore of saiicin, 4 constituent of Salix alba. In recent years, it is believed that aspirin
inhibits the synthesis of prosiuglandin G2 (PGG2) by transfer of its acetyl moiety to the
hydroxyl group of serine presented in PG synthase to show ils biologieal activity, These
results elearly indicaled that the nawural produets always provide greal opportunities to
develap new medicines, However, natural products themselves are not always tha best
drugs, and so-called 'man-design drugs' derived by chemical modifications of the structures
of natural products, sometimes give betier results in terms of bioavailabilities and
biological activities. Muny examples of the modern drugs bused an matural products will be
introduced and some progress af our works in medicinal chemistry will be discussed and
presented,

ABS 54-4

SEARCH FOR NEW LEAD COMPOUNDS AND DRUGS FROM
HIGHER PLANTS

K_.H. Hoslettmann
School of Pharmaceutical Sciences Switzerland

Despite tremendous propress in the development of new drugs using biotechnology,
genetics and genomics, the plant kingdem remaing an almost unexploited reservoir of new
malecules te be discovered. In the field of concer therapy, Taxus constituents play a major
role to Lreit breast, ovarian and lung cancers and alkaloitly issued from the Chinese plant
Camplothecn acuminata (Nyssaceae) are used worldwide to fight calon, ovarian and
branclial eancers, Grlanthaming, an alkaloid with acetylcholinesterase inhibilory
properties, initially isolated from Galaothus species (Amaryliiduceae) is used to slow down
the progression of Alzheimer's disease. Huperzine A, from the Chinese club mass
Huperzia serrala {Lycopodiaceac) is in advanced clinical rials for the same indication,
Many drugs and lead compounds which eould become drugs will still come from plants,

The appreach used 1o find bioactive plant constituents will be presented, It includes the
selection of the plints to be investiguled, the preparation of extracts und their biolopical
und chemical sereening. Hyphenamed 1echniques such as the coupling of HPLC with UV
spectrascopy, miss specirometry and NMR are essential for the rapid idenlification of
campounds of interesl. The whole approach will be illustrated by the search for new
antifungal agems against Candida albicans and new inhibitors of acelylcholinesterase
which could fing application in the trestment of Alzheimer’s discase, Other examples of
plant constilsems wilh a potential 1o treat problems relited to aging will aisa be presenied,

NATURAL HEALTH PRODUCTS: QUALITY CONTROL AND
CLINICAL DEVELOPMENT ISSUES
L. Tamayo

Flora Inc United States of America
Natural Health Produets {NHPR) encompasses 8 viviety of products from Irsditionul horbal medicings 10 nuiritional
supplemants, 10 foes, 1o cosmetics and hotanical drug products, 1n Fiet MHPs can he regulated iss conventional
loods, spices, Jood nelditives, diztury supplenetins and Funclional Toocds. I ean alio be repalated as tregs, over-he-
couner drugs, hiologles und devices. In addition, several faciers, including Ihe desired murketing claims.
lormulation, salely und risk/benelit issues can dictate whith regulatery roue(s) arcappropriaie for a particuinr
prodict, WHO estimates thal o the 3500070000 speeics of plants thyl are used for mediziny) Turpases around the

" wuorld, some 5008 have been submined 1w bismedical scrutiny, Much work has been done in recent yeurs Lo increase

credibllity and seceptince of herbal medicines and scientific evidenee of efficacy is beginning 1o emorge from
randomized controlled trisls in which herbs campie favoruhly with placeho,

Government and non-governimen! instilutions areund the world airc spending 2 grest amount of reseurces 1o
fcilitnie research in this arca und 1o inerense the evidento ahoit the value of NHPy and herba! medicines in hunan
health, In nddition NHPj researehers and industry are steadify warking w comply wilh new regulalions sddressing
fualily issucs, good manufeciuring prachives and seicsee-bascd rescarch, Despiie the efforis ihere sre several iysues
that need 1o be considecat] when developing i resesreh und develapment {R4D) program for comples hechal
prkhcLs and both the researcl: convnunity and the NEIP industey sifll Cace & sumber of challenges. “These
challenges arc indltiple and vary according 10 the type of produet §i.c.: single vs comhinstios), the histary of use
(i.e, new vs ieaditional} and the 'intended use' (i.e nutritional suppiemens vs drug). .
Good *devalopment’ practices (GXPS) are piramount in biomedica! research. Reliuble standardization and good
Tiiboratory pruetices, (GLPF), pood manliciuring pructices (GMPx ), aniyica) methods, hinassays snd well-
designed clivicad studies are essenlial for cosl-etTective development of these produtts and should follow established
puidelines und interniticnal initlatives, Siudies shouid he carried o and ovaluated with the same huigie scientilic
eriteriu appliczl 1o single chemical eljticy hu (e uniguencss s plethora of palive syncrgistic, anlagonistic and
inieracling seftvities af hertl meditines should he taken into consideration when evalusting produets with
Iherapeutic elfetts,

“This session will address scveral of these issues and thallenges, T will provide infornustion abol the win phises of
hotanicol R&D und its implicasions. 1t will fucus on quality control and eligical research snd will semmarize
regulisory requitements in severul jurisdictions, A sumnury of nwijor herhal medieines irinls conducied 1o date in
the United Stutes and issues related 19 study disign, selection of appropringc catcome messurceents and repering
ill bt presented,

Clinfcul development of NHPs must simuliancously encourage sk luking among resaorchars and industry and
cempawer others 1o make right decisions, This session will focus on some of' the necessary lools 1o ereate dhis
Lalancing act '

Scssion Ohjeetives;

= Torrecognize and assess the impact of situral health produet's researel und developnient in human hestih

= Toutkdress issues relaed 1o guality control, plirmacologicsl aciivity anc einical pvaluation of btanicals

= Taridentily the nujor reguirements spansorns of batanicals products should foliow when submining spplieations Lo
regulalory ngencies (o evaluale the sefely and elficacy of botanicals,

-70.
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BIOGRAPHY R.L. WILLIAMS
R.L.W. Williams
ULS. Pharmacopeia United States of America

Ruper L. Wiiliams, M.10., has been ihe exceutive vice prosident and chiel exeeutive afficer of the Uniled States
Pharmacopeia (USP) since April 2000, Working with # s1alr or nearly 400, Dr. Williums provides susilegic
leutlership Tor LSP at the direction ol USP's Buard of Trusiees, Dr, Willizms lso serves as chair of the Couneil of
Experts, USP's scientifie hody, which canlinuously revises the United States Pharmacopeiu and Nutional
Formulary,

Sinee joining USP, Dr, Williams has Jed 2 re-engineering cffort designed to sssurc that USP's products and services
tneet the needs of ils constiluencies, These i ics include praciitioners and puticnis/consumers who seck
sule, effective, und good quality therspeulic producis as well as phar i ors, compounding
professicnals, and iuny other stakeholders, Dr, Willians has reorganized the siraciure of the Councit of Experts,
hroughl locus (o its science-buked decisions, and has aligned USP's ¢fMorts with ather pharmscopeias throughout the
worldl, He has estublished stukehoider furums that promsote communication with snd input from pharmaceutical and
dietury supph scturers, compunding professionals, patien! safely advocates, and USP's memberskip,
He Is USP's tead representative for inlernational activities snd ovteeach cfferls 1o the many professional roups zad
suciclics who stire USP's publie healih mission, The sirength of USMs pubtic programs has llowed USP 1o
expund ils peblic beallh mission beth nationally and internaliondly, For Instance, USP will scon be esteblishing a
sile ja India und will ulso be publishing the USP-NF in Spanish, '

Dr. Willims reccived his undergradunic degree al Oberlin College and his medical degree and training in internal
medicing al the University of Chicogo. He served in the United States Army, bolh in Korea aind s Waller Reed
Atnty Instiwie af Research, where he conducted unti-matarial drog research, Afer completing u fefiowskip in
clinica) pharmacology st the Universily of Culifornis, Sun Franclseo, in 1974, he continued as a facully member
until 1988, He joincd the Food and Drug Administsiion in 1990 as the dircctar of the OfTice of Qeneric Drugs in
the Center for Drug Evaluation an Rescarch, moviny, lo assordate director In the Cenler in 1993 and depuly cener
direcior far plurmacedlica) scicnce in 1995, In this eapucity, he had oversight for the Centees Office of New Drug
Cheniistry, Olfice of Generic Drogs, Olfice of Clinical Pha rology and Rioph ics, and Offtee of
Research and Testing,

Dr. Williaaws i 0 member of the medien] honor socictics Phi Beta Kippa and Alpha Omega Alpha, He s # fllow
ol the American Associution of Pharmaceuticnl Seientists, an experl member of Ihe Iniemstianal Pharnuey
Federulon (FIP) Board of Phurmaceuticsl Seicnces, and represents USP at lhe Warld Heslth Ocganization, He has
authored er co-suthored approximately 175 repons in he areas of clinical pharmaculogy, patient safety,
bicpharneculics, and pharmaccutical cheniistry, and has published books on clinical pharmacalogy and reulntory
suience. He reiins an sdjunct appoiniment at UCSF, serves on the Board of Overseers for the University's School
of Pharmacy, Is & member of Pharmaceulical Foundatian Advisory Council of the College of Pharmuey a1 (he
University of Texas 8L Avstin, und serves on the Buard of Direclers far the Ameriesss Society Tor Clinical
Phusracology smd Therapeutics, Dr, Willinms i5 u board-certilicd interaist and elinical pharmacatuygist,

an
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IMMUNOGENICITY
D.LA. Crommelin
Dutch Top Institute Pharma Netherlands

The group of thergpeutics proteins produced via recombinant or hybridoma technology
{*biologieals') is growing fast. These (plyco)proteins differ in « number of aspects from
low molecular weight drugs (13, They are a]l macromolecules folding their amino
acidisugar strands in complex secondary, tertiary and sometimes quaternary Structures.
These structures are mostly stabilized by relatively weak physical forees. Mareover, the
umino acids forming the primary structure can be chemically degraded e.g, through
oxidation, deamidation and/or racemization. Therefore, the structure of these large
molecules 1ends to be less well defined than Jow moleculur weight producis in spite of the
availubility of o Jarge *toolbox® of analytical techniques (2) and extensive purification
protocels. :

Miny biclogiculs are similar 10 endogenous proteins und Iherefore considered self-
protzins. However, in practice antibodies are ofien formed. These antibodies may
neutralize the therapeutic effect of the biological und even inlerfere with essential functions
of the body. The antibedies appearing in the blood of the patients cun be considered
biomarker molecules,

In this lecture (he possible causes for the formation of antibodies after administration of
biologicals will be discussed. In addition, the challenges assessing the presence of
zntibodies will be addressed and finally the current atlempts to predict antibody formation
will be presented

PHARMACEUTICAL EQUIVALENCE OF BIOTECHNOLOGICAL
PRODUCTS (BIOGENERICS)
R.LW. Williams
U.5. Pharmacopela United States of America

For u biotechnologicn] product, equivalence sxperiments 1o docement eilbher
pharmaceutical equivaience or bicequivitlence—and hence (herapeutic equivalence--rely
on i broad spectrum of marketplace surveillance, clinical safely and efficacy,
phurmacodynamie, pharmacokinetic, non-clinical (animal), o biologic potency est, and
physicachemieal procedures, With the exception of a subset of 1he physicochemizal
procedures and the biclogic potency test, which are used in the product specification for
balch relense, all of these procedures ure characterization siudies {see ICH Q6B) Lhat
agsess the guality not only of the proposed biotechnology product bul also allow
equivalence comparisens with a first entry reference pradiet, These comparisons support
# judgment of therapeutic equivalence and hence interchangeability. Manufaciuring sind
regulatery scientists must decide which measurements should be used for making
comparisons, depending on the noture of a product (e.g., peptides, nonglycosylated
proteins, glycosylated proteins, or monoclonal antibodies), the private and/or public
histeriea) data aiready available, and other faciors. For intra- or inter-manufactorer
changes, a broad array of procedures may be required to demonstrale equivalence. Despite
some unreselved questions, well evolved statistical procedures are available to document
equivalence. From u compendial standpeint, the scientific challenge 1o assure cominuing
consistency (equivalence) of a bictechnologicul product butch to batch is » meirolagic one,
in which commonly aceepted approaches o measure the stength, quality, and purity of a
medicine in terms of mass or mole {SI units) are inadequate, This puts emphasis an the use
of the USP Bialogic Polency test, which is undergoing substantial revision based on
deliberations of the USP Council of Experts, The presentation will provide an update on
the scientific underpinning of this work and indicate its importance to modemn compendial
monographs for biotechnologic products. USP believes it is critical for first
(manufacturer), second (purchasers), and third (governmental) bodies to be able to test
biotechnelogic products in the marketplace, using independently tesied physicial reference
standards when needed, to assure the public health, This is particularly eritical in light of
the fact that mzny high-value pharmaceutical products that are rargeted for counterfeiting
and diversion are biotechnology products, and the availability of high quality public
standards can help significantly in combating this serious globa) problem,

-31-
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BIOGRAPHY CN. COLE
N. Cole
GE Healthcare United States of America

Cole is the Direetor Pharmacy Standards for GE Healthcare, a Fellow of the APhA and a
pionger i Nuclear Pharmiacy specialty practice, He received his BS from the
Massachusetts College of Pharmacy and MS in Nuclear Pharmacy from the University of
Southern California. He served a5 4 Captain in the Army where he developed a Nuclear
Pharmacy Training program and in 1976 co-founded RadPharm serving as Chief Nuclear
Pharmucist and Direclor of Regulatory Affairs until 1982, He practiced hospital nuclear
pharmacy, was Vice President of Cadema Medical and managed traditional and PET
pharmacies for Amersham Heallh, Cole has been an adjunct professor and precepior for
multinle Nuclenr Pharmacy clerkship programs and is co-chair elect for the Radioligic
Pharmacy Section of the International Pharmacy Federation (FIP). He chaired the Nuclear
Group of the Specialized Pharmaceutical Services Section in 1991 and has served on and
chaired multiple committees for the APhA Nuclear Pharmacy Section, While an APPM
officer he was Vice Chairman of the Policy Conwnittee and served on the Awards
Committze. He has been 2 speaker and moderator at numerous APhA and FIP annual
meetings and & speaker and moderator at the 9th and 10th European Radlopharmaceutical
Symposia, He is a Fellow of the American Pharmacist Asseciation and the recipient of the
William H, Briner Award for excellence in Nuclear Pharmicy

BIO S6-2

BIOGRAPHY E. SAVIO
E. Savic
Faculty of Chemistry Uruguay

|+ Persanal duws: Dute of birth: 22/1 161
Work uddress Faculted de Quimica Gral, Flores 2124, CP.11.800. Monteviden, Uraguay

2.- Educatton

Depree Year University

PR, 1004 UDELAR snd FEDECIBA
Fharmeis). 1988, UDELAR,

Buchellar in Chemistry 1986 UDELAR

UBELAR ~ Unlversided de o Rephlics — Uruguay PEDECIBA — Programa de Investigneiones Bisiens — PNUD)
3.- Employment hisiory in the Universily

Present Positians 98- Professor of Radinchemistry « 04 - Director of Hosplinl Plunnacy Diploma

Previpus Posltions

94.98 Assnciated Professor of Ph logy. 95-98 A Prafexssar of Rudi
91-04 Asgixtanl of Radinc ¥ 88-00 Rexvaireh o i on Radiopharmacy Projoes

40-93 Fellowship for Ph,D, studies,

4- Cther relevant informerian

91-06 Dircetor of the Natinnal Plhiurmacestical fournal (Revista de le Asncsciiin de Quimica y Faninacia del Urapuny).

£4:06 Member ef the Nalional Technicu! Graup an hehall of Fecatty al Chemisiry, which is carrying out G Pharmacy
Praclice Project, Natlons] Coordinalar,

94 - 04 Participution in nutional and International courses ol Back v Hospita) Radiopl ang Inerne
Drsimetry, .

0123 President. af the Nucloar Medivine und Binlogy Socicty of Urupuay

0001 Member of the orgunization of the Ph Congress ol the Americas, supporicd by AAPS {American

Assncialion of Pharmeecutizal Seicntist) and other organizations (OPS, FoPARAR, FeFaS, FFCC, FIP, Canadian Sowiery for
Pharmacentics! Scicnces, Frod und Deog Administrztton, American Pl ical A American Association of
Cuolleges of Phurmecy)

00 President of the 'V] Congreso do l2 Pederacion Farmscéutics® (VI FEFAS Congress), VI Encuentro Necional de
Quirmices Farmacdulicas Hospitalarios ¥ 1) Jornadas Nacionales de Farmacls Comunitaria

97-98 Member of the Council of PEDECIBA (Nalinnal Programme for the Development of Stiences)

93- Presidenl of ke | Congrewe de Ja Federncion Fuannacfulice Sudamericane ‘(t FEFAS Congress) ¥ 11 Encucnlra de
Ciencius Farmacéulices del Cono Sur,

92-94 President of the Nacionul Phermatist Asseciatinon

02-03 Expertof the International Agency ol Atomic Agency (IAEA)

015~ Expert mission lo tevelop Hospital Radingt in Calomhi Natiomal Institoto of Cancer,

04- Conwultany meeling Lo 2laboruie the document 'How 1o operate Rediophaninazy Units', with Dres, Cliianclli {Ialy, Jeong
(Corey), Bhangle {United Kingdom), Suw (Singapore), Marc, Vienns, Austria.

03- Expert mission @ evaluale Redicpharmucy sctivities in Colombiy, 28 Feheeaury - 3 March 2002,

02 - Expert mission 10 cvalume Project Arcal L1, Sun Pablo, Instimio de Pesquisas Nuclensex. Druzil. 10 t 14 September
002

#6-0) Meruber of the Faculty af Chemisiry Councit oz beladl of pharmacist sudenls (1986-88), phurmugists {1988.90),
teachers {10U8-1K)

BIOGRAPHY N.G. HARTMAN
N.G. Hartman
Addenbrooke's Hospital United Kingdom

Obtained & B.Pharm, followed by a M.Sc in medicinal sciences (nuclear medicine),
Campleled Ph.D in clinical oncology and radiotherapeutics at Cambridge University. Post-
dectoral fellowship in nuclear pharmacy at the University of Kentuocky, followed by being
radicpharmacist at hospitals in Vancouver, Montreal and Ottawa. Currently head of
radiopharmacy and consultunt radiopharmaceutical scientist at Addenbrooke's Hospital in
Cumbridge (United Kingdlom) and affilialed jecturer in radiology at Cambridge University,

BIO $6-3

BIOGRAPHY S.M, SHAW
S.M. Shaw
Purdue University United States of America

Stanley Shaw is a Professor Ermeritus of Nuclear Pharmacy and in the
Division of Nuclear Pharmacy in the Department of Industrial and Physical Pharmacy
within the School of Pharmacy at Purdue University, West Lafayette, IN 47907, USA. He
Joined the faculty at Purdue after receiving his Ph.D. from Purcue Unlversity in 1962,
During the first 20-25 years on the faculty he was heavily invalved in research as well as
contributed to instruction in graduate and undergraduate courses, In. 1972, he initiated g
series of courses leading to specialization in the prectice of nuclear pharmacy. His
involvement in this aren changed his focus ta the emphasis of excellence in teaching of
undergraduate students, As a result, he has been recognized three times by the students as
the ovtstanding teacher in the Schoc! of Pharmacy, received the Purdue Charles B. Murphy
Award for outstanding undergraduate teaching and the American Association of Colleges
of Pharmacy Distinguished Pharmacy Educatar award. '

Stanley Shaw has been active in national professional orpanizations devoted
to the practice of pharmacy. He has been recognized for his leadership and service by
receiving Lhe status of fellow in two nationa} organizutions. For his devation and efforts in
developing nuclear pharmacy he received the American Pharmaceutical Association
(APhA) Distinguished Achievemant Award in Nuclear Pharmacy Practice in 1998 and the
APhA Danie! B. Smith Practice Excellent Award for the yeur 2000,
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BIOGRAPHY A.Y. OZER
ALY, Ozer
Univ. Turkey
- Graduated from Hacettepe Univ, Fac. Pharmacy in 1975,
- Swrted to Dep, Gulenicul Pharmacy us Assistan in 1976,

- Got ber Ph. D. In Galenical Pharmacy field jn 1981,

- Got her Assoc. Prof,, Degree in 1988,

- Gat her Full Prof, Degree in 1994,

- Appoimed as the Head of Radiapharmacy Dep in 1994 and Head since then,
- Went to Holland/Utrecht Unis/ Prof, Dr, D. 1. A, Crommelin on sabatical,

- Appointed 1a the member of Executive Commitee of the Fac, Pharmacy in
between 1991-1997, )

- Carried oul Apprenticeship Program of Fac, Pharm,

- Carzied ow foundadion ef Posion Control Center and Drug Informalion
Center of Fac, Pharm. 1n between 1985-1988,

- Carried out the Head of Medical Device Lisencing Commision at the Min, Of
Health in between 2000-2003

- Carrying out the membership of Radiopharmacy Liseneing Commision at the
Min, of Health since 2000,

- Carring out the membership of Main Lisencing Comniision st the Min. OFf
Health since 2002,

- She has many publications including research and review articles, oral and
poster peresentations, book and book chapters.

- She has two awards in science and several poster awirds.

She is married and has one daughter,

BIO S6-6

BIOGRAPHY E.P. VANEGAS ESCAMILLA
E.P. Vanegas Escamilla
INSTITUTO NACIONAL DE CANCEROLOGIA Colombia

Bgdda Patricia Vanegas Bseamilla

She is 2 pharmacits formed at Universidad NAzional de Colombia in 1998, and specialized
in Public Health managament at The Resario University in Bognta, She has worked at
some hospitals in Bogoti, also she has worked as teacher atThe national university of
Colombia, Since 2003, is the Pharmacy Services chief"s of The National Ingtitme of cancer
in Bogotd, during the time thut she was worked there the service hus implemented new
activities like the sublisment! of 4 centrulized iv oncology admixtores pharmacy and the
develop of u radiopharmacy centralized with the nuclear medicine servire,

BIO S6-7

BIOGRAPHY K., WEATHERMAN
K.D, Weatherman
Purdue University United States of America

Kara Duncan Weatherman is an Assistunt Professor of Nuclear Pharmacy a1 Purdue
Universisy. She received her Pliarm, DD, degree from Purdue tn 1994 and practiced as a
nuclear pharmacist unti) she began her educationa] career at Purdue University in 1998,
Her primary educationn] focus involves the development and implementation of new
Iraining methodelogies for nuelear pharmacy education, including 2 broader focus on the
impact USP 757 plirys in nuclear pharmacy practice, She was recently named a Fellow of
the Americun Pharmacists Associstion-imd is a member of the Indiana Pharmacists
Alliance, the British Nuclear Medicine Society, the Eurapean Association of Nuclear
Medicine and the International Pharmaceutica) Federation,

BIOGRAPHY H.S. BALTER
H.S. Balter
Nuclear Research Center Uruguay

Director of Nuclear Researcl: Center (C.LN.), Faculty of Sciences, Montevideo, Uruguay
e-Muil: jbaler@cin.edu.uy

ACADEMIC FORMATION

Chemist Pharmacisi, Faculty of Chemistry, University of the Republic Oriental of Uruguay,
1984,

Doctor in Chemistry, Faculty of Chemistry, University of the Republic Oriental of
Uruguay, 1999,

Thesis on: “Interactions protein - carbohydrate: study of Tn structures™

Specialization in Radiopharmacy l

UNIVERSITY COLIRSES

* Basic Course on Methodology of Radivisotopes, Nuclesr Research Center (CIN), Faculty
of Sciences; 1981 to now,

* Advanced Course en Radieinmunozssay, CIN, Fuculty of Sciences. Dictated by Dr,
Eduarde Charreau, IBYME, Argentinu, Participution jn practical classes; febriary 1991,
* Radioisotopic labelling of melecuies of biologica! interest, Postgraduate course,
PEDECIBA Chemislry, CIN, Faculty of Sciences, 24 -1 28 july 1995, Co-direction of the
COUrsE.

+ Basic course on Rudicimmunoassay, C.ILN, Fucully of Sciences, 1992 10 2001,

* Data processing and quulity contro! in RIA, CLN, 1992 10 1997,

* First maticnal course on sereening of neonatal hypothyroldism. CIN, Facultud de
Ciencius, Faculty of Medicine, Faculty of Chemistry und BPS. Thearic and praclical
classes, colaboration in the coordination of the course, december 1993,

* Profundization in Radioimmunochenistry, CIN, Fuculty of Sciences, 2001 and 2003,

TEACHING PCSITION )
Associate Profesor of Radiophurmacy, Tull time (G 4), CIN, Facully of Sciences,
Head of Departament of Radiophurmacy, CiN, Faculty of Sciences.
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BIOGRAPHY M., TERAN
M.A, Terdn Gretter
Faculty of Chemistry Urnguay

Titles:

Phormacist degree: Faculty of Chemistry , Montevideo Uruguay 1996
PhD: Faculty of Chemistry , Montevideo Uruguay 2005

Actual pasition;

Assistant Profesor of the Radiochemisity Department of the Faculty of Chemistry,
Montevideo-Uruguay,

Lines of investigation;

Radiotrgcers in pharmaceutical development, proteins labelling and kits formulations,
biological effects and interna) dosimetry,

Dr.Teran is Chief Scientific Investigator of the Coordinated Research Praject IAEA.

‘Development and Quality control of hospital prepared radiopharmaceuticals for infection
imaging for use in HIV/AIDS paositive patients' and collaborator in the JAEA Project
‘Standardisation and Quality control of in-house prepared radiopharmaceuticals for Nuclear
Cneology: RADIOPHARMACEUTICALS FOR TUMOUR IMAGING AND
THERAPY", She is also Coordinator of the National Internal Monitaring Programme for
waorkers exposed to radiation.

BIOGRAPHY A.REY
A, Rey
Faculty of Chemistry Uruguay

PERSONAL DATA

Date of birth: April 10, 1965, Montevideo, Uruguay
‘Title: PhD in Chemistry, Pharmaceutical Chemist
E-mail arey @fq.eduuy

EDUCATION AND TRAINING

Depree Year Institution Field

Diploma 1988 UDELAR (%) " Pharmaceutical Chemistry
Ph.l2. 1998 UDBELAR Te Coordination Chemistry

(*) Universidad de la Republics, Montevideo, Uruguay

EMPLOYMENT HISTORY
Present position from: october 2000
Associate Professor of Rudicchemistry, Faculty of Cherwistry, UDELAR, Uruguay

RESEARCH DIRECTION

2004-2006

*' Desing and biological evaluation of 99mTe labelled RGD peptides as potential
radiopharmaceuticals for imaging tumoral neoanpecgenesis™

Supported by "Comisién Honararia de Lucha contra e] Céncer®, (National Cancer Institute)
Uruguay,

2003-2006

“Design and evaluation of potential 99mTec radiopharmaceuticals based on the Te-catbony]
and Te-nitrido approaches”, part of the Cocrdinated Research Programme “Development
of Te9%m based small bio molecules using novel TeS9m cores™

Supported by Internutional Atomic Energy Agency.

TEACHING

Direction of s Master Degree Student with the topic “Aplication of novel cores in the
labeliing of biemelecules with potential application in Nuclear Medicine

Starting in September 2003
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THE PHARMACIST IN A CENTRALIZED NUCLEAR PHARMACY;
NORTH AMERICAN EXPERIENCE
N. Cole
GE Healthcare United States of America

Nucleur Pharmaey Practice is widespread in the Nerth Americu with more than several
hundred centralized nuclear pharmucies currently providing service, They are in
organizations from lurge manufaciurers o individunl independem operations and are all
dedicated 1o serve the Nuclear Medicine Commumily, This presentution touches on the
basic concepis of the specialty and uddresses issues permane to Nuclear Pharmaey
Practice, Small Nuclear Pharmacies can have warkloads of 200 Rx per day whereas the
largest Pharmacy nay dispense as many as 1200 Rx per day. Regurdless of size, the
Pharmucist's responsibilities encompass alt activities that transpire in the pharmacy, The
responsibilities include regulstory, fiduciary, personnel management, radiation safety,
compounding and dispensing, inventory control and radiopharmaceutical consultation,

A mujor sspect of the centralized nuclear pharmacy concept is (he ready availability of
ridiopharmaceuticals compounded amd dispensed, tailored 10 a patient’s individual
requirements. Radioactive decay diciutes that they must be prepare and delivered ina
timely fashion, The most common isotope used in Nuclear Pharmacy is Te-99m with
half-life of anly 6 heurs. To this end 4 responsive distribulion system is necessary o assure
rupid delivery of the unit dose such that the dose is available for injection at or near the
culibratien time, The parumeters of adequute space, equipment, aseptic contro! palicies,
radimion dosimetry issues and cost are all sipnificant factars in develaping appropriate
standards for service and profiability and will be considered, Nuclear Pharmacies
dispense 70% 10 80 % of the radiepharmaceuticals administered each year and the practice
of Nuclear Pharmacy is growing rapidly. Nuclear Pharmucy is & dynamic, growing,
innovative, exciting and satisfying specialty area of pharmucy that enjoys global inlerest
and representation.

ABS §6-02

NUCLEAR PHARMACY: BACKGROUND AND HISTORY OF THE
DEVELOPMENT AND CURRENT STATUS (EUROPE)
N.G. Hartman
Addenbrooke's Hospital United Kingdom

ledine-131 treatment was introduced in Europe in the 1940s just after the war soon after
the USA, The UK and France were the first countries to implement radiolodine therapy,
since they had the first Eurepean reactors, but this was soon repeated in ether siates
(Norway being the first of the smaller states to have a reactor in 1951). In the 19505 and
19605 mosl European countries developed nuclear research centres in which
radiopharmaceuticals were produced at very small cost, At firs these productions of
‘tracers” were only loesely regulated, since these agents were not considered as
pharmaceuticals. The fizst appearunce of radiopharmaceutical monographs was in the
Nerdie Pharmacopoeia (Scandinavian countries), fol]uwed by entries in the European
Pharmacopoeia (Ph.Bur,) later in the 1960s,

Denmark was the first country te ensure quality control through market authorisations for

‘radiopharmaceuticals, and this was fallowed by the same in the UK. A national lsotope

Pharmacy was established in Denmark in the early 1970s to inspect nuclear medicine
departments, and granted permission to prepare rodiopharmacenticals.In 1988 an EU
directive on Radiopharmacewticals decided that all radiopharmaceuticals had 1o be
upproved by authorities before the end of 1992, and this revolulionised the production of
these agents, 2nd also. enswed that from 1992 a1l radiopharmaceuticals are considered ag
pharmaceuticals in Eurepe.,

The practise of radiepharmacy still varies congiderably in Ewrope, but there is 2 strong

maovement towards the application of the highest level of harrier/aseptic technology and
quality assurance in the preparation of radiopharmaceunticals in the 21st cemury,

ABS §6-03

PRACTICE OF NUCLEAR PHARMACY: THE DEVELOPMENT
AND CURRENT STATUS IN THE USA.
S.M. Shaw
Purdue University United States of America

Nuclear pharmacy services were first offered in large medical centers, The first pharmacy
services are commonty attributed 10 a radinisotape laboratory in Chicago in the early
1950'. Net many years later Captuin William (Bill) Briner provided pharmacy services at
the Nutional Institutes of Health (NIH) and established the NIH Radiopharmacy, Caplain
Briner and Dr. John E. Chyistian at Purdue Universily encouraged pharmacists to become
involved with sadiopharmaceuticals, but with limited success.

Modern nuclear pharmscy proctice was stimulated by the development of the technetium
generator and ligunds Jabelad with techmetivm generatar und ligands Jubeled with
technetium and the udvent of non-radicactive reagent kits, The evalution of nuclear
pharmacy in the USA was also influenced by a study that illusteated the financial
advantage of shared nuclear pharmacy services for severs] nuclear medicine facilities, The
development of a stand-alone nuclear pharmacy separate fram hospital nuclear medicine
und recagnized us 4 pharmacy by state pharmacy regulators as well as by regulators of
ridiouctivity was 1 critical step in the ereation of commercial centralized nuclear
pharmacies thal are common today. As u result of (hese events 70-80%of
rodioplinrmaceutical doses are dispensed by commercial centralized nuclear pharmacies in
the USA. In addition to these waditional commereial centralized nuclear pharmacies,
commercial centralized PET nuclear pharmacies (facilities) are increasing as a reauh of the
cliniesl ulilitiy of 18F-FDG in nuclear medicing,

RADIOPHARMACY EXPERIENCE IN TURKLEY |
AY, Ozer
Uriv. Turkey

Radiopharmacy covers (he professional principles and practices of pharmacology and
ruclear radiation in the preparation, dispensing and control of radiepharmaceuticals used
either in producing scans used for imaging., metabolic and functional studies of internal
parts of the bady for diagostic purpases or in the treatment of patients with several
diseases. Radiopliarmacy and education activities have started in 1993 in Turkey officially,
In this presentation, the current status of radicpharmacy has been discussed.
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ABS 56-05

PRODUCTS AND APPLICATIONS IN NUCLEAR MEDICINE
K.D. Weatherman
Purdue University United States of America

This sexsion will discuss the most common praducts dispensed by nuclear pharmacists.

The elinical use and applications of euch of the praducts will be covered to allow
practitioners ta understand the importance of each of the agents in patient care,

ABS S6-06

SERVICES PROVIDED RY PHARMA.CIST: CENTRALIZED
RADIOPHARMACY
E.P. Vanegas Escamilla
INSTITUTO NACIONAL DE CANCEROLOGIA Colombia

The operation at a nuclear pharmacy, it is not much different than of a traditional
pharmacy, in a prescription, the nuciear physician solicits 2 radiopharmaceutical product,
and the pharmacist have to prepare and dispense that prescription. There are few
differences : in the traditional pharmacy the dose is expressed in weight units while in the
radiopharmacy its expressed in millicurie activity units.

In the same way, the concept of centralized radicpharmacentical preparations, become
used in the early of 1970, The centralized radiopharmacy is a unit that makes and
dispense doses of radiopharmacentical products. Some hospitals cun have pharmacists with
the knowledge, abilities and training in the radioactive material, others hospitals can not
have the adequate infrastructure, procedures and the staff to support the doses in 4 cost
effective manner and it can justifies the develop of the centralized rudiopharmacy, In some
countries or regions due to the particular reality it can be a generalized practice,

In the implementatien, it should be cansidered, the design of areas , personal, quality
assurance, equipment and the procedures communes to the centralized iv admixtures
pharmacy where admixtures are compounded and or prepared, also should meet all the
considerations to handle radioactive products.

ABS S6-07

QUALITY CONTROL
K.D. Weatherman
Purdue University United States of America

Buch produet compounded by a nuclear pharmacist must be tested prior to dispensing for
patient use, Quality control testing is done to assure the safety and efficacy of the final
product, The rationale behind quality control testing will be discussed, as will the most
commaon quality control procedures used by nuclear pharmacists in daily practice.

REGULATIONS AND EDUCATION: INTERNATIONAL ATOMIC
ENERGY AGENCY GUIDELINES
E. Savio
Faculty of Chemistry Urnguay

The Internatienal Atemic Energy Apency (JAEA) is the world's center of cooperation in the
nuclear field, 1t was set up s the world's *Atams for petce’ organization in 1957 within the
United Nations family, The Agency works with its Member States and multiple partners .
worldwide {such as WHO) to promote safe, secure and peaceful nuclear technologies. Science
and Technology ure ene of the thees main pillars — or arens or work- underpin the IAEA's
mission, as well as ‘Safety & Security' and ‘Safeguards & verification’

Within this scape over the last decade many successful pragrammes by the IAEA bave
significantly enhanced the capabilities of many Member Stites in the field of Nuclear Medicine
and Nuclear Pharmacy, However due to helerogeneous growth the development of 1hese two
aress in the world, the operating standards of practice differ considerably from country to
cotintry and regicnal to region, For this reason on March of 2004 8 group of experts on Nuclear
Pharmucy were invited, coming from all the regions of the world, in order 1 develop an
'Operational Guidance on Hospital Rudiopharmacy: u safe and effective approuch’, This guidance
is 8 result of interational professionals assisting the TAEA, in (he process of standardization and
harmanization,

As the purpese is to provide guidance at an International level on hospital nuclear pharmacy
practice, this presentation will include muny aspects releted to training, facilities, equipmens,
operations and quality Rystems for application &t clinical practice level, Taking into account
routine elinical practice, therefore it provides many practical points that could help new or more
developed Nuclear Pharmacies as well. Therefore n pharmacist in charge of the Nuclear
Pharmacist, with a specialization on Radiopharmacy, would find this guidance a supplementary
and/or and aid establishing meeting international requeriments, The new centres ot pharmacist
with little backgreond in the aren will find specific information essentiat for setting up the
prevision of the service, while the more developed cenlers will find numerous updated protocals
and suggestions on fmproving operational performance

The guidance is certaintly of interest to anyone working in the Nuclear Medicine area, The key
compiters/authors are Uday Bonsle, Marco chunelli, Tue Ming Jeonp, Eduardo Savio and Muang
Muang Saw, being the technicn) officer responsible for the preparation of this publication Dr,
Kishor Solanski {Nuclzar Medicine Section, Human Health Division, JAEA), A process of
revision by other eantiibutors and reviewers hus tzken during last year and i1s final edition and
distribution will be dene during this year,

-36-




Abstracts - Nuclear Pharmacy Practice and Science Workshop (S 6)

ABS S6-08

ABS 56-09

NUCLEAR PHARMACY: REGULATIONS AND EDUCATION
(EUROPE)
N.G. Hartman
Addenbrooke's Hospital United Kingdom

The Eurepeun Union {EU) is 4 conglomerate of & growing number of sovergign states, and
this i reflecled in the vasiely of regulations und training programmes that exists, As the
union consoliduted various functions/rales, training and regulatory affuirs have been
harmorised, Evropean luws ure tabled in Bruxelles, and it is the prerogative of individual
countries to implement these, Thi Furopean Pharmacopoeia {since 1964) form the central
convention to harmonise laws on nunuificiure and disiributien of medicinal products, and
seversl radiophurnucentical monographs are included, The European Associalion of
Nuclear Medicine (EANM; founded in 1985) proposed Guidelines for Radiopharmacy in
2003, and published current Good Radiepharmucy Practise guidelines in 2005,

Training of radiopharmacists/radiopharmaceutical scientists reflect the complexity of the
EU members und their individual histories. Most of the training in the past was individual
grundfuthering within recognised groups, The Institur National des Sciences et Technigues
Nucléaires (Saclay, France) currently provides joinlly with the EANM an imensive
postgraduale modular course to each radiopharmaceutical production, EU regulations and
directives, and relaled 1opics such as radiophurmacaology, biopharmacy, ete, The University
of Landan and the Technische Hochschule Aschen both provide, smangst others, graduate
caurse over several years in topics such o8 radiopharmaceutics, PET radiochemistry and
radintion safety, Online Jearning bas been promoted by the VirRAD virtusl-learning
conimunity.

ABS §6-10

REGULATION AND EDUCATION IN THE USA
S. M. Shaw
Purdue University United States of America

Nuglear pharmacy is a highly regolited specialty, Federul ugencies and state up are involved in 1he
regulition of nueleur phirmacies and nuclear phurmeeists. Becouse rudiophurmaceuticals ure prescription
drugs the Feod and Drag Adminisiration (FDA} is invelved as well a5 ihe Nuclear Repulaary
Commissien (NRC) because 1he ugents are rudieactive, Since rudiophurmaceuticals und radioueivity are
trunspened, the Deparment of Trunsportution {DOT) has regulutions thul must be fallowed when
shipping radiouctivity und radiophurmuceuticals, The Occupulivnu! Sufety and Health Adminisiraion
(QSHA) is u federal agency that is concemed uhout the waorking environmem fur personnel i & nuclear
pharmacy while the Environmenia] Protection Agzncy (EPA) hus repulations 1o proteet the environmen
from 1oztic miterial and radisuctivity s considerad a5 waic,

A nutleur phannuey must be licensed by o sture board of pharmeey or o similor ngency i it is operaling as
un independent plarmacy in the same manrer ux w traditional renail phamuey, The pharmacists must be
regisiered (licensed) by the sie bourd of phurmuey, Many pharmacists are Board Certified Nuclear
Plirmacists, but this is not 4 reguiremens 10 practice nuclear pharmucy, The nuclear phitrmacy muost be
licensed by the NRC or in nuny stutes by a regulatory agency within the site that operates under u
Tormul agreement with the NRC {uan Agresment State), Qver hall al the sites in lhbe USA are Apreement
States,

The FDA regulates the munuihcture, sule and distribution of new drugs in interstaie commerce 1o assurs
that the drugs are safe and effective for (hetr intended use. The FDA has legislarive authority under the
Feders] Food, Drug and Cosmelc Act 1o repulate drugs for butan use, Radiopharmaceuticals,
ridianciive drugs, arz stated 10 be new drugs under the luw, A nuclear pharmacy, excluding PET, does
not need to repister os o drug establichment with the FDA i 1 it aperutes in conformance with applicable
loeal Taws repuluting the practice of phormacy, 2} is regularly engiged in dispensing prescription drups
upan the prescriplion of practitioners licensed o adiminister preseription drups 10 putients and 3) does not
munufuerure, prapagute, compeund, or process drugs or devices fir sule other than in the regulor course
of business of dispensing ar selling ur retail, Simply stned, the nuclenr phurmacy operates under the Jaws
of 1he stle us & licensed phurmucy.Nuelear phurmacy educution is driven by the repulatory agencies und
the practice site in the USA, The mast common praeties sile i the commercial centralizad nuglear
phurmecy.  Thus, the greater number of educational proprams are directed toward training phitrmacists
either pursuing the first professionnl degree or wishing to enter nuciear pharmacy after praciicing in some
other area of pharamey. A smull number df schools of pharmacy huve edocutionsl programs in nuclear
phurmacy for first professional degree siudents, Seversl shurt courses are avaiuble for phasmuey
graduntes 1hal wish 10 enler the fiekd liter in their professional career, Only two residency programs are
wvailuble 10 truin nuelear phirmacists. Yery few phurmucists enier nucleur pharmacy through advaneed
degree progeums such us the M.S, depree.

ABS §6-11

PRESENT AND FUTURE RADIOPHARAMCEUTICALS FOR
THERAPY
H.5. Balter
Nuclear Research Center Uruguay

Targeted therapy with radiopharmaceulicals is un essentta] mode of treatment of many
cuncer pitients either ulone or in conjunction with ether modalities Tike surgery and
chemotherapy. It has several advantages over external beam thernpy including the
pasibility of delivering doses mare selectively to the tumour and treuting widesprend
multiple metastasis.

Examples of radionuclides in use are I-131, Y-90, Re-188 and Sm-153 which have
applications in thyroid cancer therapy, pain pallistion therapy for bone metastases,
radiosynoveclomy und others, The research of new radionuclides like Lu-177, Cu-67 and
alphu emitters such as AL-211 is advancing due their promising physical and ehemical
properiies, Besides the radionuclide characieristics, the other key factor is (he search of
molecuies that bind o specific characteristics of cuncer cells, such as receptors ar surface
antigens. The significant prograss in various reluted scientific fizlds such as target, radio-
peplide-chemisiry (i, Sommostatine inulogs), bifunetiona] complexing agents (i.c.
DATA), monociena} antibodies (i.e antiCD20, antiCEA, antiBGFr), ns wall 15 the
production of 2 number of new radionuclides, besides to an improved knowledge of tumor
antigen binding, has made possible to expand this field of research, These achievements
can be explaited for development of more effective therapeutic radiopharmaceuticals,

The idemification of the ideal Largeted radiopharmscentical far each potential elinical
application is u difficult task because of the multitude of variables that must be considered,
some retated to the rdioisotope, and others 1o the biolopical carrier. A rational scheme of
research include: choice of target, ligand, radionuclide and labelling strategies,
radiochemical purity analysis, stability evaloation, in-vitr receptor binding, cellulur
processing and metabolism, in-vivo biodistribution end dosimeiry,

CONTRIBUTIONS OF RADIOPHARMACEUTICALS TO DOSAGE
FORMULATION DEVELOPMENT
M.A, Terdn Gretter
Facuity of Chemistry Uruguay

Development of new drug formulations reipires the performante of exiensive sudies, hoth §n e lsboratory, and in
vivo, in anils sl In volunieers. Ln vitro studies cus be very expensive hul costs are cven higher when in vive
&tuges are reached. Methodology 1w cin generole relevant meing impoertunt savings in eeonomic, hunwn and me
terns, Gummd stintigraphy provides rapid, compiementury information that ofien cannol be ohtnined by ther
melbodologies. 1t hes been successfully used during developmenl stuges of {feuxihility studies and in delermining
speeific paramelers of the final product, The

information chinined by scimigriphy gives supperl during imvestigalion and developinent, snd alse complementy e
develuprient of registralion dossiers and nurketing publicity, The iacorporation of 3 rudiophurmicentical inla o
drug formutation allows deleemingrion of

the biocisiribution kinztles nndl the relonse sites. 0 3s vary importang o cheose the proper radionuclide, oficn 99T
(technerium), 4 s his optin! charaeteristics of hull-THe and engrpy, aliowing ituges 1o uhinin with bigh
efficiency und low doses, Many studlics 10 validae tie methedology mentionzd above have alrcudy heen undergken
. but, in gengral

within thesc siuies, radiopharmaceoticals are anly rarzly used us druy surrogaics. Radiopharnwcenticals were
prinurily develeped Tor dingnostie purposes in sutlcar medicine, mogt oF them being inlended for intravenous
admiinigtrotion, 1n urder W uptimise the usige of radiophormageuticsls in the development of phurnmeeuticnl drug-
dclivery sysieans, e beluivicur of these Iracers lollowing adwinisirution by other routes must he vsidute, Stability
anl iey vitro studics of difTerent radiopharmaczuticals have heen previously reporied by our group, witl the ains of
creating a datubise of mdioiracers or model drugs wills known physleuchomical propertics (o be used us in
pharmaceaticn] dosage development, parlicularly of 1ablet formulations. Provided that the 1ablor JTornwlstion ean be
reddinlabelled with a suitahle pwnma iminer without wiiering b characteristics, imaging with s pnmom camers can
be used to monitor in vive trosit snd dispersion of the tibley, and pive some idicution of depostiva unil sbsorption
of e drug. The adm of our wurk was 10 assess In vive and in vitro Leluviour of tihley focowdations uxing
stintigruphic studies, 10 exantine the wiy in which radiopharmacenticals nwdel the relase of drugs, using four
dilTerent tracers with different physieovhensicnl characterisiies, Bused on this assessment, the corrcltion berween in
vitro and i vivo belaviour could be investigaicd, The ¢laracierdsed ritliopharmacemicals were 99mTe-
diethylenelrinming-

pentaugelic acld (S9mTe-DTPAY, Y9mTe-uhyl eysicinaie dimer (99mTe-ECD), 99miTe-meihylene diphosphonale
(99mTe-MDP) il S9mTe-sextanibi (99mTe-MIBLY, They were incorporited fnte the ahlcts during we
aranulation, Disinlegration £nd dissolution proliles were assessed in vitro in dissolution vessels wnd in vivo hy
seintigruphic imuging in sealiby volinicers, :
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NEW LABELLING STRATEGIES IN THE DEVELOPMENT OF
DIAGNOSTIC RADIOPHARMACEUTICALS
A. Rey
Faculty of Chemistry Urugnay

el sul atomg within s stractsre und is

A raliophiaemecentivn) can be defined as a cf Ut cesataing r
suitable for sdministration in humans either for disgunsis or wreatment of disease, ‘The introduction of the radi

RADIOPHARMACEUTICALS FOR APOPTOSIS AND NECROSIS
DETECTION
E. Savio
Faculty of Chemistry Ureguay

and abl | induction or

Apnptosis ar programmed cell deatl: plays en Traportant rolz in embryagensyis and b

within e radiopl i the so-eulked Tabelling',

S9mTe i the preferred radionuelide due 10 i idenl nuclear propertios (L1/2= G 4, Ey= 140 KeV) that allow hiph eficiency
imaging with law ircadiation of the patieny. Technelium belnngs 10 proup 7 of ehe periodic (mble rnd i localed in the secand
ruw af the iransition metals, 15 chemisiry is dominated by he of metalu pl by i wilh
altans or funetivna) groups which are eapabile of dotating eleciron pairs. 99mTe-labelling usuglly consists in the Joreation
ol cornrdinati T Is betwoen e radi lide end un approprinic lipand. While our snutce of (ochnelium is the
SUMOUIMTE  peneraar sysiems, which  provides the  rudi ide & slium h (Te (VD) most
rudiophermaceuricdls contein the metal In redueed Tiems (Te(V), Te(lD ar Te()} Most labeling procedures require as »
first siep the reduztion of pericebnetsic, Although this might seens rather simple, 1he development of argei-specilic

I using » physiolegical motul vs tech required 3 great deal of chetnieal cffort, More und maore camples
Inhelling siraicyles were developed in order 1 follow the evolotinn ol Rudiophirmucy sid Nuclear Medicine, Firs
generation radiophannuceuticnls were simple 99 Te-luballed species (comploxcs, pacticles, eells) thul could measure basic

physiologicnl Tunctims by means of b specilic h s plex are 99mTe_DTPA
{ictilencieiraminepientacetic seld) Ror studies of reaal functiohality or 99mTelubelled eolloids for Tmaging the
reliculmendatelial system. Labelling d only in the reduction ol peres in presence af the ligand, Side reretions
ur impuritics were almost negliglhte. Chemiea! f these first radiop deals wik unk

The development of e second gonoration Y9mTe radiophermatcoticaly (agents designed 10 stwly the perfusion in licar,
hrain or Kidneys) was hased on both the ahility for s | ch ol lechneti Iy wngl the i

af nun-etnrdinating fncliona! groups thiat eould dieect the 'in vive' Joealzanion, Str -hindistribution relutionships were

extuhlished 20d germitled e optimization of wplake and clearunee. Most nieeesting cxamples are 99mTe-ECR
(ottienceysieinedimer) and Y¥mTe-MIB] (methoxyisobulylissnitile), Labelling methods requiced 10 obtain these type of
teaeers in high yield und radiochemical purity were more complex, usunlly mullislep ard making use of intermediate lipands
such g tariraie, EDTA (cthylencdi i acidl), Muderti Nuclear Medicing, focused an the study of
binchemical pracesyes Sn vive' by mesns of noninvasive procedures, requires the Tabelling of biochemically releyant
Higunds, The thicd pencranon radiop icals are " mennds Dt dmite biochermical substrates like
enzynes or receplor gands, The design of such agents reguiced the development of new labelling sirategies vielding pure
and stghle cempounds of presorved bivsclivily, Twa approuches buve beea wsed for fis purphse; inlegrale appeaach snd
pendeat The integeale app incorparales lech s an integral part of the liomolecule and mimics its
three dimensianal salguration, Labelling of sieroids is the most remarkuble exumple of this methodology. The pemlent
upproath, on the other hund, makes use of the si-called Wiofupetinu chelating agents (BFCA), u meigty that conneciy the
bi wilh a chelating unip fur thraugh a linker. The linker is peneeally wn Iiydrocerbon chein whase
lenght and lipophilicity defermines the phurmicekineties of the resuliing nroduet, Some exunples of BFCA are N252
{dimminedithicls), N53 plycine derivatives), N4 (proni inenxime derivatives) ar HYNEC (hydrazine
inamitdel, Recently i YOmTe moietics a5 the Te (-tricarbonyl gnd Te(Vinitidn or he Tl 4 +
complexes tpen new possibililies for he lubelling of small biomolecules, Our greup has worked during the past ew yodrs in
the design, preparation and evaiudtion of potential 1hird WmTe radionh ieals wsing novel lubelling
straegicy, The 341 jom (¥} il JTermed hy si ol a trith ¢ SNS Lgand and 2
monadeniete chial yickd neutenl lipophilic complexes thae can incorpuraie 4 variety ol difforent phanseophores, The
ligand 1-{2-tnethoxypheny?)-4-(2 hiyl)-pil wit designed hy siaching n thind group to ke 1-
(2-nethaxyy i inc nolety (u i ol the true 5-HT1A antuganist WAY 100635) using an ctliylene group as
apacer. A group of 3+ complexes were prepared, their siracture wag ined and their pinlogical iehaviour both in
vivo' and ‘in vitro' was stunfied. The same design approach was wlso upphicd & the preparation of putertial markers of
Hypoxia uging @ nitroaromatic groug ey pb Electrochemical behaviour, ‘in vitrn' ant uplake in
wice bearing induced tumours were the main poinls studicd in 1his area,
Y9mTe-tricarbonyl complexes ure under iniense investigation with the sim 1o produce $9mTe- lubelled small biomalecules.
Their high stability due to the d6 canfiguration of the meta! is their muta advantuge, Our group his applied Mis siraegy
the f lion of radioph i conlining Whe p-nitrobenzyl biorreduclive pharmucophiore, witly mlential
nnplication in cnenlogy and cardiology.
Ciher field of increasing interost ix the labeléing of small peplides, The nepliie RGD-YX [e{Arp-Oly-Asp-D-Tyr-Lys))
which continy the RGD sequence, binding to avl3-Integrin recepiors expressed during neosngeogencsis in lwmaurs snd
surraumdiing blood vessels, waw seleeted in order e study the Snfuenee of the labelling stralegy on the averall pragertics of
the Y9mTe derivative, Te(l) tricerbogl, TetY) nitrido and To(Hll) 4 +1 cumplexes were used for labelling by means of a
pendent wpproseh, DilTerent chicl were y ! to the busic pepiidic struclre, Lipaphiticity, prowein
biling, in vitro' und % viv' stabiliny, hindiswibulion in niee and uptake in wmour modeks were studiod and camparetl
“with the same peplide lubellzd by the wraditional HYNIC methndnlogy, )
In conclusiug, the clinical noeds o Nuclear Medicine for speeific tricers require the development of novel 99mTe labelling
siratertics yielding pure, stable and biol ly sviive moleeulos. Muny § the averal] bindistribution of
the final products wnd conseguently Turither revearcls oo Te chomislry is still required o Tolly sutisfy these aceds.
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inhibion of s bag been reluted to severul diveases such as legenerative discasos, 1 y ilis,
cerchral and myncardial isehemia, infectinuy diseases, cancer development and tumour Texpianse ty sreatmenl, viral o wxin-
Induced heputitis, end organ and L ow rejeclion.. Ak ) in vivo Smaging o apuplosis hay
polentiully nuimerous valaable npplicatons, us can be seen i the rnidly grawing body of liereture in the subject.

Ay nlreudy mentioned, upoptasis is # charscieristic of wimnars, The therapeutic response and e overall disease free survival
depends on the cell death in & mulignancy endergning # partivuk predecol, The prexent erileria uf
cvuluntinn nf rexponse in wmousy inelade regroxsion ol tumour size which appears o be inadequale, Deleclian &ny
quantification of spoplasis in vivo are of significant <linieut valoe for i fix drud o tsexupeutie eflicacy,
Apaplatic cell status of uny woour bofare and ufler therepy bs impartant for patient mandpemonl, A geneeal und pezsisient
fealure c izing celly ing 8poptasis i the rapid exposure of phosphatidylsering, & | ound
phospholidpid, by wranspost from the inner o the outer leaNet of the plasmy membranc, This phenomenon oceurs carly in
1be spoplnlic process, before menbranz blob frmaton end DNA fragmenlation, Tnrming an stiraclive largel for
visualizalion of spoplosis. Anncxin ¥, 2 36 Xde hutman protein, hinds willy high afinity ta phosphatidylsesine, Added 1o
conventional imeging, the application of Annexin ¥ imaging in guiding chematherspy/raictherapy miph enbance the
rosstlility of individvalized therapy, infl clinicul dy making and aid in iime of surgery, Overall paticnt survival
atid guality of 1ife can he further impravesl,

Annexin V has been peeparcd in nur University, in an asvociztion wek of the Raticchom Laboratary will the

Mnleculur Binlogy Lat v, through bi ) y. The suituble DEI E, cali struin wus wansformexd with the
pET22L::AnxV construction and grown unfit AS00=0.7, indeced with [FTG (sopropylthiogalactopiraniside) 0.1nM fnal
congentration and finally prewn for 5 hours, .

Lebelling Annexin ¥ with £ seitable radionuelide such ex 99mTe, cnables i carry oul 2 non invasive kludy and therefore
deteels tissuzwiergans siere spaplalie procoess ane preseat, As direer labelling of the penlcin bs nut sviable, dilTerent
bifunctienal chelating agent used for al 99T s been used, Onc the most promlsing sgent is 2 derivative
Annexin ¥, in which the protein s medified with kydrazinonicolinamide side chain (Hyuie-Anngxin ¥} anc with the
simple sduiden of a reducting agent und inther ol a ealipund (tricine), the radiopharmacouticu] cun
be prepared with u radiechemical purity higher thun 90%,

On the ther handd neerasis implics 2 brord spectrun of morpholagleal lignges that follows the cellular death in the tissue,
derived muinly of progressive action of enzymes on cells which sulfer a kind of [e<ion such 5 raume. hacterial infeetion or
eule hiyposia, Two nrscosses ke pluee 1t the same Hme: enzymatic cel] d; and proein d Mzation. b the
malient, mast aceralie cells sre finfly provessed by a phegocytic process.

In marmmyly, D-glucario ecid (glucaraie, GLA) i  §-carbon dicatbaxylic
achl mztubolisim (1,23, Al mammals excreie

il sugar und 8 natural entshalie of glucuranic

aucarie acid s w physinlogie end produc, GLA can be reudily radiolabeled with sodiuin pertechnetate, resulling in $9mTe-
GLA, Experimental studics have shown the lavirable argeting pulential af YOmTe-GLA of severe ischomia or carly
neerosis of the heart apd brais, ax well as oo agent.. In actcly injured eells, itis believer (hat WnTe-GLA s
awssoeiiled with diseaption of te eell apd nuclaar membranes, allowing free intrecellular dilTusisn and clectrachemics)
hinding of De negatively charged GLA cuniplex w positively clarged histoacs, This intraceholar distcibution is rven by
the avidity of GLA 16 the nuelear protein and cylopiuanie prottns with o pasilive charge, Io ra motels with isoproterenal-
ndueed myocurdial infaretion, Y9mTe.GLA uptwke i the infitreted hoars was Gund & times more han in sarmal TFaES,
Y8mTe-GLA lis heen propoved a5 u specifie oncatic marker in the very curly stages of myneyie injury hut ant us an
upaptelic marker, As gn infarc-wvid agent, ke cerly distribution in necrotic enyocupdium and zapid bload-pool clearance of
99mTe-GLA ruggest impartant tlagnostic potential in curly alucute cardial infarclion and identification of
suecessful seule revasiularization,

S9mTe-GLA was evatugicd by aur group in an animal model ol induced mummery ad i wilh ni I
{NMLI), NMU induces sponuinously lumeur when gives 1o young female Wistar zats, being an sikyluting agent, which does
not requered metabalic activation 1o initiale tumaur fonpation. NMU decompnses; sponLsneously 10 shicld @ methiyl-
diaxenicm fon belicved tobe the ullimute carcinogenic, The study was curried outin: wistar raty during 50 - 55 g,
injecting through e mle vein 5 my of NM U in acelie aeid (0.35) cuch 100 £ weighl in three times {at week €, 4 und 8),
When Wmnur wes palpible (week 9) scintigraphic images were acquired in 4 Sapha Camera DSX 1 §, 2,4 and 6 hs post-
infechion of Y9mTe-OLA weekly. First human studics are now being carried nut

In Jusion, ractophar iculs for o ol dpoplolic and necrofe processey will be shown i Whis proseniation,
expliining which arc the main differences und requeriments for buth ageats us Lracers of difforent, iy related,

Tt halaeient nilt

T ays of cell death,
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BIOGRAPHY AN.Q. DODOO
N.0. Dodoo
University of Ghana Medieal School Ghana

Dr Alexunder Nii Clo Dedan is the Coordinater of the Ghany National Centee for
Pharmaeovigilance and the Acting Directar of the Centre for Tropical Clinical
Phurmucology & Therapewlics at the University of Ghann Medical School. He undertook
his pharmacy degree in Kumasi, Ghana and postgradunte degrees (M.Sc, and Ph.D.) from
the Chelses Depaniment of Pharmicy, King's College Landon, Dr Dodoo worked as a
Senior Scientist 1t Roche Discovery Welwyn, the UK Division of F. Hoffiman La Roche
Pharmaceuticals of Switzerland from 19961998 and moved Tuter imo community
pharmacy praciice as 4 Jocum in July 1959,

Dr Dodoo jeined the University of Ghana Medicul Schoal as 1 Research Fellow in Janoary
2000 und was invelved in the setting up und running of he National Centre for
Pharmacovigilance in Ghuna. This Centre was the first of its kind in West Africa and made
Ghuna the 65th member of the WHO Programme for Internationa! Drug Monitoring.

Dr Dodoo is a member of the WHO Global Advisery Committee on Vaccine Safety, the
CIOMS/WHO core group on drug development in resource-poor countries as well as the
CI1OMS/WHO working group on AEFL He is 1 member of (he Consortium Safety Punel
for Intermittent Preventive Treotment of Malariu in Infants and serves an the Data and
Sufety Moniloring Board for HIV/AIDS 1rals in Africa. Dr Dodoo is & member of the
Pharmaceutical Society of Ghana, the Royal Pharmaceutica] Society of Great Britain, the
Internationsl Society of Pharmacovigilance and a Life Member of the Society of
Pharmacovigilunze in India, He includes writing, travelling, trying exatic cuitine and wines
and listening to good music among his hobbies,

BIO S7

BIOGRAPHY G.G, DE OLIVEIRA
G. De Oliveira
National Agency of Sanitary Surveillance Brazil

* MD, PhD (Pharmacology);
*  Consultant of ANVISA President;
"

Specialized in Internal Medicine, Cardiology, Lung Diseases, Intengive Care
Medicine;

*  Post-doctaral Fellowships in Clinical Pharmacology nt Hurvard Medical Schoal,
University of Rochester, FDA and NIH(USAY,

¥ Fellow of the American College of Clinical Phurmacology:

* i’ellnw af the National Academy of Pharmacy (Brazil);

* Researcher of Nalional Council of Scientific Deveopment (Brazil);
*

Prafessar of Clinical Pharmacology of the Faculty of Medicine of Brasilia

BIOGRAPHY G. LEUFKENS
G. Leufkens
Utrecht Uriversity Netherjands

Dr Leufkens obtained his PharmD and PhD degree from Utrecht University, In 1998 he
was appointed as full professer und Chair of the Department of Pharmacoepidemiology
and Pharmacatherapy at the same university, This is one of the leading groups in
pharmacoepidemiology (output >;50 publications per year in peer reviewed press, highly
visible profile, resource for innovative methodologies), Fromi 2003-2005 he has been the
Scientific Director of the Utrecht Institute for Pharmuaceutical Sciences (UIPS). Since the
beginning of 2006 he is Desn of Pharmaceutical Sciences of the Facully of Science in
Utrecht. Mereover, Dr Leufkens is seientific director of the SIR Pharma Palicy Insdtte in
Leiden and active at several (inter)national platforms on pharmacoepidemiology (e.g. Past-
President of ISPE) , pharmacovigilance, risk assessment, pharma policy, orphan drugs and
scenurio planning. He is (co) author of »; 230 papers in peer reviewed journals, book
chapters and research reports,
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PRACTICAL ASPECTS OF PHARMA COVIGILENCE
G. Lenfkens
Utrecht University Netherlands

Phermacovigilence aims to bridge clinical pharmacology, medicine, epidemiclogy,
molecular sciences and public health, There is increasing awareness about the limitations
aof pre-marketing research in drug therupy. The occurrence of unknown, rare adverse
effects, the ‘real world' of pharmacotherapy with conditions not reflected by the controlled
clinical trial environment and the erratic nature of all the different market forces, fuel the
need for ongoing monitoring and surveillance in order to fill the gap with the pre-marketing
picture. There iy ample evidence that drug safety is correlated both with patient factors
(disease severity, co-morbidity, metabolism, genetics) and utilization factors (quality of
diagnosis, inappropriate prescribing, concomitant use of other drugs, non-compliance and
ather patterns of interrupted drug usage). With the introduction of new drug therapies in
upcoming years, there will be a clear need for compurative risk/benefit evaluation after the
drug has been used widely in daily practice, The teom risk management has been
introduced to umbrella the pharmacovigilence activities starting with risk detection,
identification, assessment and management, An important part of risk management is
putient typing, integrating reports on ADRS, bioinformatics, clinical medicine and
epidemiology.
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BIOGRAPHY S. KEITEL
5. Keitel
Federal Institute for Drugs and Med. Dev Germany

Dr, Susamne Keitel s 4 licensed pharmacist and holds a Ph.D. in pharmaceutical
technology. Her working experience includes 10 years in pharmaceuticu! development in
the pharmacewical indusiry, five of which ag Depantment Head Pharmaceutical
Development/Oral Dosage Form' at Schering AG, Berfin, From Oct. 1997 1o June 2005,
Dr. Keitel held the position of Division Head Pharmucemtical Quality at the Federal
Institute for Drugs and Medical Devices (BrArmM), Germany. In additions, whe served as
Acting Head of the division Buropean Procedures,

As of July 2005, Dr, Keitel is now Head of EU and Internationul Affairs at BIAIM, She is
vice-chuir of the Joint CHMP/CVMP Qualily Working Party and a member of the EMEA
Puediatric Working Party, the Notice 10 Applicants Group and has been rapporteur for the
ICH stability guideTines. At present, she is EU-topic leader of the Expere Working Group
‘Pharmuceutical Development' (ICH Q8). Furthermore, Dr. Keitel chairs the Special
Interest Group 'Quality of Pharmaceulicals’ of FIP as well as the Expent Group 'Drug
Regulatory Affairs' of APV,

BIO S8

BIOGRAPHY P.A. PAULUS
P.A, Paulus
Boehringer Ingelheim GmbH Germany

Name: Friedemann Paulus
Yeur af birth: 1947

Nationality: German

Prafession: Pharmacist

2000 until current date:

Hend of Corporate Group GMP Compliance at Boehringer Ingelheim GmbH

Main functions:

- Alignement of BI companies concerning GMP compliance and quality systems

- System awner of corporate GMP and EHS nudits

- Support for the preparation of authorities' audits
1996 - 2000: Nead of GMP audits at Boehringer Inpelheim Germany

Matn functions:

~ System owner of self inspections of phurmacentical and bio — pharmacentical
production siles

- System owner of supplier qualificution

- Preparution of sites for authorities’ inspections (7 USA FDA inspections}
1987 — 1996: Mead of Corporate Group ‘Production Americas’ at Bl CmbH

Main functions: '

- Production strategies within North and Seuth American Pharmuceutical
Operations

- Project leader of ‘Production Alliance Argenting — Brazi)'

- Project participant of ‘Production Alliance Canada — USA — Mexico'

- Development of a KPI system for BI aperations worldwide

1979 ~ 1986: Head of Operations Boehringer Ingelbeim Columbia
1976 - 1978: Head of Phurmaceutical Production Boahringer Ingefheim Brazil
1973 - 1976: Boehringer Ingelheim Germuny

~ Co-ordination of third party manufactorers in Asia

BIOGRAPHY A SR, RAW
A.S.R, Raw
Foed and Drug Administration United States of America

Andre Raw received his B.S, degree in chemistry from the Massachusetts Instiwte of
Technology (1988} and his Ph.D. degree in organic chemistry from the University of
Californis at Berkeley (1593). Dr. Raw was a post-doctoral researeh fellow with Alfred
G. Gilman at the University of Texas Southwestern Medical Center where his research
imerests focused on protein biochemistry and x-ray erystallography. In 2000, he joined the
FDA us # chemistry reviewer. Currently he is in the Office of Science and Regulatory
Policy for the Office of Gereric Drugs, where he is uctively involved in the review and
resolution of complex scienlific and regulatory issues reluted to drup applications, citizen
petitions, and industry correspondence,
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QUESTION-BASED REVIEW FOR CMC EVALUATIONS OF ANDAS
AS.R, Raw
Food and Drug Administration United States of America

The Qffice of Generic Drugs {OGD) is developing a question-hased review (QbR) far the
Chemistry, Manufacturing, and Controls (CMC) evaluation of an Abbreviated New Drug
Application (ANDA) that is focused an critical pharmaceutical quality atiributes, The QbR
will transform the CMC review into a modern, science and risk-based pharmaceutical
quality nssessment Lhat incorporates and implements the concepts and principles of the
FDA"s Pharmaceniics) cGMPs for the 21st Century: A Risk-Based Approach and Process
Analytical Technology initiatives. The main objectives of this enhanced review system are
to 1) assure product quality through design and performance-based specificatians, 2)
facilitate continuous improvement and reduce CMC supplemenss through risk assessment,
3} enhance the quality of reviews throngh standardized review questions, and 4) reduce
CMC review time when sponsors submit a quality overall summary that addresses the
QUR,

ABS S8

GOOD DISTRIBUTION PRACTICES - PACKAGING, STORAGE,
AND DISTRIBUTION
S.P. Phanouvong
United States Pharmacopeia United States of America

Tuopic; FIF Special Interest Group on Quality Phurmaeeuticals

Sexsien: Quality Issues .
Souly Plunouvong, PharmD, PhD, Manager, Drog Quality Assurance und Policy Davelopment, and
Noncy L, Blum, MPH, MA, Vice-President-International Affairs and Director, USP Drug Quality and
Informatian Program, U, 8. Pharmacopein,

Title of Presentution; Goud Distribution Practices - Puckugging, Storage, and Distribution

Abstract:

Tu quality ussurance, by definition good distribution practices ensure that the quality of pharmaceutizal
products is maintained throughoul every step of the, distribution process, That is, the praducts are
udequately lubeled und packsped and wre consistently stored, transported, and hundled under the
conditions required by the marketing anthosization or product specificatians. Many chullenges affect, in
part or it whole, the distribution processes nbout which sl interested parties involved—manufactusers,
importers, distribulors and wholesalers, retsilers, snd health professionals—should be aware, These
guality assurance practices should cover not only the finished phormucentical dosege forms, but also the
starling materials and exipients, Any negligence, fraudulence, or attempt 1o circumvent legislation or
regulutory systems in the course of product lubeling, pickaging, storage, und distribution praciices, could
lenel to compromised products, contamination, personul injury, ar loss of life, Distelbution systems with
inudequute repnlatory projection or pusr autharity enforcensent ore especiully susceptible to these risks.
This presentution discusses key principles and practical guidelines to which each business involved in the
puckuging, storupe, and distribution of medicines—and their quality canirol systems, in particular—
should comply 1o ensure that the correet plinrmaceutical produet reaches the end user with safery and
assured quality,

Leurning Objectives:

« Define what is meant by pood distribution practices.

~ Artlculite basic principles of propes labelling, packaging, storage, and distribution of pharmuceuticals,

- Recoginize the impact of each process mulpructice,

~ Deseribe interventions that governments, the phanmaceutical industry, and health csre providets can take
to improve lubeling, packeging, siorage, und distribution pructices.

Keywords; practices, packaging, storuge, distributlon, guidelioes,

Reluted Web pape: www,uspdgi.org

Presenting author's disclosure statement;

1wish to disclose thut 1 huve no finunciul intercst or other relutionship with the manufuctures of
commerciat praducts, suppliers of commercial services, or commersinl supparters,

GMP INSPECTIONS: HOW TO MEET THE CHALLENGES
P.A. Paulus
Boehringer Ingelheim GmbH Genunany

Pharmaceutical supply chains have become complex in recent years. Bulk may be
produced in country A, packaging is performed in country B, the product itself may be
delivered 10 a series of different countries all over the world. Authorities of countries
which have granted marketing authorisations are increasingly inspecting manufacturing
sites, Inspectors of most of the internationally inspecting countries are well prepared and
quite demanding, :

Pagsing yuthorities” GMP inspections is the Ticket for Business in different countries,
Preparation far those inspections should, therefore, be handled like a project which
requires special skills and sufficient resources,

This speech focuses an how to prepare an operation efficiently for inspections like the US
FDA, the EMEA of the European Community, the Brazilian ANVISA and others, It
highlights critical topics concerning GMPs as well as the human factor — of both sides: the
auditzes’ #nd the auditors’,
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" BIOGRAPHY K. HAKKARAINEN
K.M.E, Hakkarainen
IPSF Netherlands

Mg Kutja Hakkurainen was the Pregident of the Intemational Pharmaceutical Students’
Federation in 2005-06. She started in il 1PSF Executéve a5 the IJPSF Chairperson of
Siudent Exchunge in 2003-04, During her terms in the IPSF Execulive, Ms Hakkarainen
served IPSF ay the Permanent Officer in The Hague, The Netherlands, in 2003-04 and in
2005-06. 1n 2004-05 she was the Co-ordinaor of the IPSF-FIP booklet 'Counselling,
Concordance and Communication — Innovative Education for Pharmacists' that was
launched 11 the FIP Congress in Cairo, Egypt, in 2005, Betwean 2004 and 2006 Ms
Halkkarainen hus been in the organising commitiee of two 1PSF Patient Counselling Evenis
in Finland and the Paiient Counselling Bvents of the 5151 and 52nd IPSF Congresses in
Bonn, Germany and Cairns, Australia. In 2006 she has co-ordinated the translation
processes of (he booklet into Portuguese, Chinese and Japanese, As the IPSF President she
hus been uctively involved in severa) educational activities of 1PSF, including the Moving
On [1 research on students' leaming experiences, Maving On I1J research on students’
migralory inteniions and severs) public health projects on digbetes, HIVIAIDS, tobaceo
und tuberculosis, Ms Hakkarainen has atiended 1PSF evenls and meetings in 20 countries,
represented IPSF ul the World Health Organization (WHO) and the United Nations
Educational, Scientific and Coliural Organizadon (UNESCO) and taken part in three FIP
Congresses, Ms Hakkarainen will star) her 5th year in pharmacy at the University of
Helsinki, Finland, in September 2006, specialising in socigl pharmacy. She has worked in a
communily pharmacy since 2000 and practiced pharmacy ax a bachelor of pharmacy since
2004,

BIO G01-1

BIOGRAPHY C. ANDERSON
C.W. Anderson
University of Nottingham United Kingdom

Claire Anderson is Prafessor of Social Pharmacy and Director of the Centre for Pharmucy
Health and Society st the School of Pharmacy, University of Notdngham, UK, She js
President of the Acadenic Section of International Pharmaceutical Federation (FIP) and on
the board of the College of Pharmacy Practice. Her major research interest 18 about the role
of community pharmacists in improving the health of the public. Claire Anderson has
published over 60 refereed papers and numerous conference abstracts, Perhaps the most
important piece of research she has praduced is the strategic research for Pharmacy
HealthLink and the Royal Pharmaceutical Society of Great Brilain, investigating Lhe
broader public health role of pharmicy. She has also been Nottingham's principal
investigator in a high profile, collaberative research project that has the polential 1o
radically restruciure the role of community pharmacists. The Community Pharmacy
Medicines Munagement Project, a Department of Health funded multi-centre, randomised
controlled wiul, has eveluated the role of pharmacists in advising patients and prescribers
conceming appropridte treatment for corenary heart disease. Her tenm along with
reserachers at The univeristy of Sheffilad are evaluating supplementary preseribing by
nurses and pharmacists for the Department of Healtl, this is # major swdy which will
inform bath policy and practice in this area.

BIO G01-2

BIOGRAPHY E.EK.D, DIEDRICHSEN
E.K.D. Diedrichsen
Massachusetts General Hospital United States of America

Ellen Diedrichsen served as the Chairpersan of Pharmacy Educalion for the international
Phurmaceutical Studenls’ Federation in 2005-06. She garned a PharmD at the University of
Nebrasky - Medical Cenler, USA, and completed a pharmacy practice residency al
Massachuselts General Hospital in Boston, Massachusetts, USA, Ms Diedrichsen is
currently a pharmacist at Massachusetis General Hospital,

RIOGRAPHY T.F. CHEN
F. Chen
The University of Sydney Australia

Dr Timethy F Chen
B Pharm, DipHPharm, PhD, MPS

Dr Tim Chen is a Senior Lecturer in Phurmacy Practice al The University of Sydney,
Faculty of Pharmacy. He is an experienced researcher and educator, His doctoral resesrch
involved the first major Australian tudy evaluating the role of the pharmacist in
cenducting Home Medicines Review (HMR) and interprofessional collaboration with
medical practitioners. This research and his subsequent studies in HMR have helped
inform a national model for practice which has bean taken up by the Australian
Commonwealth Government. In recagnition for kis contribution (o the advancement of
Pharmacy Practice, he was awarded the Young Australian Pharmacist of the Year
Excellence Medal, {2001). Dr Chen currently serves on a number of peak national
pharmacy advisery boards. He js the principal author for iwo process-based case studies
boaks for pharmucists and pharmacy students, in Medication Review (2002) and
Pharmacist Only and Pharmacy Medieines (2003). He leads an active research team which
includes PhDs, Masters and Honours candidates.
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BIOGRAPHY J.L. MARRIOTT
LL, Marriott
Monash University Australia

Jennifer praduated with o Bachelor of Pharmacy degree from the Victorian Collage of
Phormacy, Australia in 1971.

She warked for 5 years a5 manager of a community pharmacy then as locum pharmacist in
both hospital and community settings for several years before commencing as a senior
clinical pharmacist at a tertiary care hospita) where she remained for 15 years, During this
time Jennifer was responsible for Clinical Ward pharmacy, Drug Use Evaluation and
Clinical education,

Jennifer was awarded her Doctor of Philosaphy at Monash University, Faculty of Medicine
in 2000.

1n 1999 she was appointed to the position of Lecturer (now Senior Lecturer) in Clinical
Pharmacy, Department of Pharmacy Practice, Victorian College of Pharmacy, Monash
University, where she developed the Course in Clinical Pharmacy, Her teaching
responsibilities include unit co-ordination and teaching Clinical Pharmacy to third and
fourth year undergraduate students.

Her research interests include: New Professional roles for pharmacists, Preceptor
Educstien, Community Liaison Pharmacy, Electronic Decision support, Palliative Care,
and the effect of cultural and linpuistic difficulties on medication use.

Jennifer is currently President-Elect of the Academic section of the ]ntcmaunna]
Pharmaceuticat Federation (FIP).

BIOGRAPHY 8. BELL
J.8. Bell
The University of Sydney Australia

Simon Bell completed his pharmacy degree at the University of Sydney in 2000, and
registered as a pharmacist in Australia jn 2001, His PhD study involved the development
und evaluation of new medels of multidisciplinary collaboration in menta] health cure,

Simon is an Executive Councillor of the Pharmacentieal Society of Australia (NSW
Branch}, Chairperson of the Pharmaceutical Society of Australia (NSW Braneh) Futures
Taskforce and a past Chairperson of the NSW Young Pharmacists. Simon has acted as an
advisor on pharmacy practica for the World Health Organization, Australian Constumers
Association and several pharmacentical companies,

In 2003, Simon was elected President of the Internaticnal Phasmaceutical Students'
Federation (IPSF}, During his term &5 President Simon worked from the IPSF and
Intermational Pharmaceutical Federation (FIP) secretariat in The Hague, The Netberlands,

Simon has spoken about pharmacy practice and pharmacy education at conferences and
universities in more than 30 countries worldwide, and been a chief investigator or co-
investigator on five successful grant applications. Simon was Young Australian
Pharmacist of the Year in 2004,
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MOVING ONI STUDY: STUDENTS' LEARNING EXPERIENCES
E.K.ID, Diedrichsen
Massachuseits General Hospital United States of America

A questionnuire-based research project was conducled by the international Pharmaceutical
Students' Federation (IPSF) 1o determine pharmacy swdents’ experiences and aspirations
around the globe. More specifically the project simed 1o discern how the type of academic
proagramune and persona) influences affecied students' perception of their programme and
their plang for the Tyure,

ABS G01-3

LEARNING FOR PRACTICE: HOME MEDICINES REVIEWS
F. Chen ‘
The University of Sydney Australia

The profession of pharmacy has undergone significant advances over the past two decades,
especially with respect o the development of professional pharmacentical services, These
new profeskional services include medication review for ambulatory patients; disease stute
munugement services for patiznts with chrenic conditions such as diabetes and asthmas and
screening and monitaring services, Correspondingly, pharmacists have had o learmm new
skills in order to provide such services 1o clients. The sim of this paper is 1o discuss the
multiplicity of leaming and teaching approaches ta help prepare pharmacists for the
prevision of medication review services for ambulatory patients, known as Home
Medicines Review in Australin, 1t will also describe why pharmacists must take a %ife long
appreach to learning, if they are to deliver professional services in an increasingly
-competitive heahheure envirenment, This paper will be divided into twa broad sections,
although not mutually exclusive, One section will focus on the educational aspects of
undergraduate/graduate university-based training in medication review, such as case-based
andéor problem based learning in small wiorial groups; the principles of evidence-based
practice; the role of the pharmacists as a ‘medicines expert’ within the multidisciplinary
health sector; Inter-professional communication (verbal and written) and experiential
learning. The second section will focus on programmes fer registered pharmacists who
wish to provide medication review services and the professional suppori and requirements,
offered to Lhose currently undertaking reviews, In addition to provision of
pharmacatherapentic updates, examples will include tuilored, interactive continuing
professional education; praclice support offered by professional organizations; the use of
technolopy to support activities; and the integration of professional services into the routine
activities of pharmacists, The Jatter is of particular practical importance, In summary, the
provision of professional pharmaceutical services such as medication review, requires a
variety of learning and teaching approaches. These approaches must be central 1o
university-based training and relevant to conlemporary pharmucy practice, as the
professicnal roles of pharmacists expand,

ABS G01-4

VIRTUAL PATIENTS IN PHARMACY EDUCATION
J.L. Marriott
Monash University Australia

This presentution will antline the use of virtual patients and simulated patients within the
Bachelor of Pharmacy depree and Pre-Registration Program, Virtual patients are compuler-
generated, standardised patients that can be used for a variety of purposes; this
presentation will focus on their use 10 develop a case-bused assignment. Simulated patients
are reul peaple, who sre not necessarily patients, but who are taught 1o act the role of
patients for a variety of purposes; this presentation will focus on their use to teach and
assess communication skills, It will also compare the use of virtual patients with simulated
patients,

The Case-based Assessment program is o specially designed compuler program that
containg o databasz of 200 virwal patients creuted from information contained in databases
of medication, medical conditions and ullergies, supplemented by additionat information
such as a name, age and smoking history. The databases can be regularly updated to
accommedute new or deleted medications or 1o add new scenarios. A range of clinical
scenarios based on respiratary, dermatological or other conditions are able to be randomly
allocited 1o each patient based on pre-determined criterin such us age, medical condition ot
smoking history, The student is required 1o assess the applied scenario and determine
appropriate tremment wilh consideration of patient characteristivs and present their case to
# small group Tor both tutor and peer assessment using a criterion referenced marking
guide.

Simulated patients are used 1o assess comnumication skills in undergraduate and pre-
Tegistration students using 1 variety of clinical scenarios, The simulated patient may
nssume a variety of moods from shy or embarrassed to aggressive or rushed, The student
must draw upon their communication skills 1@ deal with the variety of patient types as well
a5 the variety of problems. Simulaled patients can be used to assess history —taking or
counselling skills depending on the scenario,

MENTAL HEALTH PATIENTS AS PROVIDERS OF PHARMACY
EDUCATION
J.S. Bell
The University of Sydney Australia

The World Health Organization has estimated that 450 million people worldwide suffer
from a mental ilness. People with memal illnesses have expressed their dissatisfaction
with information aboul medications pravided by their health professionals, Lack of
education and sub-optimal attitudes toward people with mental illnesses have been cited as
barriers 10 pharmacists’ provision of medication counselling. Institulions offering
education Lo students studying to become heslth professionzls hive typically not been
accountable 1o recipients ‘of health care.

A consumer educatar is & person who has previeusly received mental health care and
waorks 1a inform and educate professionals, students and the wider community aboul the
effecty of mental ilinesses. Utilising consumer educators as providers of undergraduale
and postgradunte pharmaty education muy be associated with positive outcomes for
students, pharmaclsis and consumers alike. Promoting interpersonal contact with people
wilh mental illnesses can improve students' attitudes toward people with schizophrenia and
severe depression, Congsumers have reporied that speaking about their lness has assisted
in their recovery. This presentaion will outline the research evidence for involving
censumers a5 providers of mental health pharmacy education.
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BIOGRAPHY A.O. ARANCIBTA
0. Arancibia
Universidad de Chile Chile

Graduated as pharneceutical chemist at the University of Chile, Postgraduate training at the
universities of Pavia, Raly, and California, San Fruncisco. Professor of the Faculty of
Pharmaceutical Seiences and Technology, University of Chile .

Researh interest in biopharmaceutics, pharmacokinetics and pharmaceutics] technology

Doctor Fonoris causa of the University of Auvergne, France, FIP Scientific Award
2000.President of 1he Pharmaceutical Forum of the Americas.

BIO G02-3

BIOGRAPHY M, SCHULZ
M. Schulz
ABDA Germany

Curriculum vitae
Professor Martin Schulz, PhD

Martin Schulz, PRD (barn 1959, married, 3 boys), is an Adjunct Professor at Johann
Wolfgang Goethe University, Department of Pharmacology, Frankfurt at Main, Germany.
In his main job, he is Head of the Centre for Drug Information and Pharmacy Practice
(ZAPP) of the ABDA - Federal Union of German Associations of Plarmucists, Berlin, In
addition, Dr. Schulz js Director Pharmacy of the German Institute for Drug Use Evaluation
(DAPI), He graduated as a phanmacist from the University of Hamburg, Germany, in 1983,
From 1983-1984, he was a hospital pharmacist, and studied Medicine at the University of
Hamburg from 1984-1986. In 1988, he obtained his Ph.D. in Pharmacelogy from the
University of Hamburg, In 1989, he was namad ‘Bxpert in Pharmacology DGPT' by the
German Society for Experimental and Clinical Pharmacelogy snd Toxicology (DGPT). He
specialized as o Drug Informatien Pharmacist in 1993, Evaluation und implementation of
the pharmaceutical support (pharmacy practice, pharmaceutical care); Fromotion of an
effective and sofe self-medication; Pharmacoepidemiology and -economics; Drug
information and drug supply and -usage etc. are some of the areas where Dr. Schulz has
expertise, Main interests; Qutcomes research; Quality and effectiveness of interventions (in .
partieular medicines); Drug information and regulation; Health-/pharmacoeconomics, He
has nearly 350 publications to his name and has also delivered 215 lectures, seminars and
has written seme books us well. Dr, Schulz is 2 member in various commitiees and
commissions like BfArM, Benn; BMG, Berdin; FIP, The Hague, and serves on various
advisory/fexpert committees,

BIO G02-4

BIOGRATHY R, W, HOLLAND
R.W. Holland
PharmEd Consultants United States of America

Ross W, Holland, Ph.D,, E4.D., FPS, FASHP, FAIPM, FACEP, has been actively
involved in community pharmacy ownership or management for almost 40 years, In |
addition he has been involved in clinical pharmacy, hospital pharmacy management, the
vocational education of pharmacists and nurses, educational administration and medical
education,

Over the years Ross has been invelved in many areas of practice change relating to the
implementation of pharmacy services. His doctoral studies in the faculty of medicine at the
University of New South Wales, Australia, revolved around practice change for
pharmacists, This lead to working with a colleague with similar interests, Dr Christine
Nimme, to jaintly create a systematic approach Lo implementation of new practices
amongsl health care practitioners, a system that is now employed in many countries.
Together they have written extensively about practice change in both community and
hospital pharmacy,

Prior to his relocation to the United States of America four years ago Ross was Dean of the
Australian College of Pharmacy Practice, Until recently Ross was actively involved in
educition znd training as Senior Manager, Capacity Building for Performance
Improvement at Management Sciences for Health, a not-for-profit internatienal
orgunization providing support and training in practice change for pharmacy supply chain
management systems in developing coumtries, In that role he was designing, developing
and implementing programs for medical and pharmacy professionals working-to improve
reliable aceess Lo and rational use of medications, Isboratory and related supplies for
HIV/AIDS, maluria, tuberculosts, infectious diseases and child and maternal heakth in over
50 coutnries worldwide, '

D Holland is currently working ns an independent education consultant

BIOGRAPHY C.M. NIMMO
C.M. Nimmo
American Society of Health-Systern Pharma United States of America

Christine M. Nimmo, Ph.D., is an instructional designer whose particular areas of interest
include pharmaey residency training and continaing educatian pragrams that teach clinical
problem solving skills. Her B.S, in English, M.Ed. in curriculum development, and Ph,D,
in instructional design were all earned at the University of Maryland, College Park, She is
currently Manager, Standards Development nnd Teaining in the Accreditation Services
Divisien of the American Society of Health System Pharmacists, Current projects include
the development of standardized eriterta for use by pharmacy residency acereditation -
surveyors and of n surveyer training program. Recent projects include leading the task and
learning analysis for the Medication-Use System Safety Strategy (MS3), leading the
development of 4 customization of the Residency Learning System (RLS) for use in
comymunily practice residencies, and international training for use of the Holland-Nimmo
Practice Change System, a change mode] that addresses how 10 maximize the possibility
that an individual pharmacist will make u significant change in practice model. She is the
primary editor and author of Staff Development for FPharmacy Practice, a text addressing
all tasks associated with a systematic approach to training staff.and has contributed
chapters to A Practica! Guide to Pharmaceutical Care and Medication Safety: A Guide for
Health Core Facilities,
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BIOGRAPHY TH.F.J. TROMP
Th.F.J. Tromp
QIPC/Flevowijk pharmacy Netherlands

- Graduated @1 Groningen University in 1973;

- Comununity pharmacist in Kampen in 1980 (until wday), a staff of 3 pharmacists and
apprax 10 assistams and supporting team members, Taking care of approx 12.000 patients;
= PhD Thesis in 1983;

- President of the Royal Dutch Association for the Advancement of Pharmacy (KNMP),
1988-1993, Aciive in many commitiees covering e,g, quality, ethics, pharmaceutical care
und care protocols;

- Professor in Phannuceutical Cure, U_rﬁvcrsily of Groningen, 1991-2002;

- Merber and president of the executive committee of the European Association for
Faculties of Pharmicy and chairman of the Tusk Force for the development of a cusriculum
for Pharmaceutical Care in the European Faculies, 1997-2002;

~ (Founding) member of the Pharmacenlical Care Network Europe (PCNE);

- Member of the Duich delegation of the Pharmaceutical Group in Europe (PGEU), 1988-
1998,

- (Founding) member of and delegate to the EuroPhatm Forum (EPF), 1992-today;

- Vice and (immediale past) president of the Cammunity Pharmacy Section {CPS) of FIP,
1991-2000;

- Chairman of the Roard of Pharmuceutical Practice (BPP) of FIP, 2002-..;
- Member of FIP Bureau, 2002-..;

- Founder and director of the Quality Instimite for Pharmaceutical Care (QIPC),1997-..., 1o
support pharmacists 1o develop and implement Pharmaceutical Care in their pharmacies.

BIOGRAPHY E. SAVIO
E. Savio
Faculty of Chemistry Uruguay

1= Personal datn: Dele of birth: 22/11/61
Work sddress Facubind de Quimica Orel. Flores 2124, CP, 11L.R00, Monievitden. Urupusy

2.- Eduestinn

Depree Your University

FhD. 1954 UDELAR sntl FEDECIBA
Phaurmacist 1988, UDELAR.

Buchellor in Chemistry 1966 UDELAR

LDELAR - Universidud de ls Repiiblica - Uraguey PEDECIBA — Programa de Investigntiones Bisigas - PNUD)

3.- Employsnent Listary in the Unjversity

Present Positiony 98- Professoer of Rediochervisiry - 04 - Direttor of Haspilu] Phecmacy Dipkma

Prevings Poxiliony

94-08 Assoeisted Professor of Phartiacology, 95-98 Assawialed Professor of Radinchemistry

41-04 Axsistani of Radiochemistry 88-90 Reszarch contruets on Rudinphirmaty Projects

$0-93 Fellowship fur P, D, stadics,

4- Other selevant information

91-06 Directir of the Nationul Phermaceutiva) Journal (Revista te I Asneucin de Quimiza y Farmucia el Uruguay),

14-06 Member ol (he Nations! Technical Group on behull of Fucully of Chemistry, which is carrying nul Good Pharmacy
Praciice Project. Natienal Coardinaton.

94 - (4 Participation In nuiional end inernutionsl eourses of Rulop! Hospilal Rudiophsrmacy and nieene
Dasimetry,

0383 President of e Nuelewr Medicine and Bialopy Society of Urupuey .

00-01 Member ol the ication of the Ph ical Congress of Lie Americas, supported by AAPS (American
Asstciatibn of Pharmesuical Scieaiist) und other arganizations {OPS, FePAFAR, FeFuS, FRCC, FIP, Canutian Sueiety dor
Phurmaceaticu! Sviences, Food antt Deuy Administruion, Americen Pharmacentval Association, Americun Association of
Calleges of Fhannucy)

00 Pregident of the *V] Congrese de 12 Federseisn Farmacéutien' (V1 FEFAS Comgress), V1 Encucnira Mationul de
Quimices Furmsedutleos Howpitalasios y 1 Jornadas Nacianales de Farmacis C i
$7.88 Member of the Countll of FEDECIDA (Nutiongl Programme for the Revelopment nf Scicnces)

93- President of the I Congresa de lu Federacids Farmatéutics Sudurverizana (1 FEFAS Congress) ¥ Il Encuenira de
Ciencias Farinsedulices del Cono Sur,

92-94 Presitlent of the Nucipnsl Plarmucis Association

0205 Expert of the Internalionu] Apency of Almnic Agency (IAEA)

05- Expen mission i develop Hespita) Rudiopharmacy in Colombia- Sepiember, Nationa! Instiwin of Cunter,

04- Consultuns meeling i elub e o “How o operate Radiopharmacy Units', with Dres, Chianctti (Ilaly. Jeung
{Corca), Bhonsle {United Kingdom3, Saw (Singapore). March, Vienna, Austris.

03- Expert mission (o evalugle Radinphannacy sctlvities in Calambis, 28 Fehresury - 3 Masth 2002,

02 « Experl migsion 1 evaluie Projeer Arcul L11, Sao Pablo, Instituty de Posquises Naclesees, Brazil, 10 o 14 Scpiember
2002

86-00 Member of the Facully of Chamistry Council on behulf of pharmacist sludeots (1986-H8), pharmecises (1988-50),
1eachers {1998.00)
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INTRODUCTION
0. Arancibia
Universidad de Chile Chile

The Pharmaceutical Forun of the Americas seeks to strengthen all aspectos of imprioving
health and the quality of life of the citizens of the member couniries in the region of the
Americas, The main objective is to improve the health by the development and
enhancement of pharmacy practice, The Forum and Flp has been werking together to
support practice changes in pharmacy which bas been applied in developed countries and
ure important jn developing countries as well,

ABS G02-3

FROM PRODUCT ORIENTATION TO PATIENT ORIENTATION - A
CHALLENGE FOR THE PROFESSION
M, Schulz
ABDA Germany

Seen in the long term, community pharmucy practice will only survive if this *supply chuin’
will demonstrate an added value for the beneiit of both, the individunl patient and the
society, Taking respensibility for both, (positive) patient and pharmacoeconomic outcomes
in daily practice is challenging the profession, Hence, probably the most important shift in
the recent history of pharmacy is from the product supply to patient-centred services The
chinges occurring in community pharmacy practice ss the profession altempts the
transiticn from praduct to service orientation are well documented in the Fterature, There is
agreement amongst all stakehclders and community pharmacists about change: it is bard
and generally more complex than initiiliy anticipated. The impact of factors affecting
change has largely been limited to discussion of barriers and constraints, rather than to

* ‘focus on the factors that fucilitate change {Roberts A, PhD thesis, U Sydney 2006),

As there is an steadily increasing body of evidence in Ihe aren of pharmaceuticn] care or
cognitive pharmaceutical services and (community) pharmacy practice research, the currem
chalienge for the profession is understanding and facilitating practics ehange. In this
respect, both internal and organisational factors have to he addressed carefully and
simultaneously, Therefore, we should learn from bath positive and disappointing examples
of commumity pharmacy practice which will be presented and discussed during the talk,

ABS G02-4

BEHAVIOUR CHANGE
R.W. Holland
PharmEd Consultants United States of America

Pharmacy practice continues to change at an ever increasing rate, Since the introduction of
the cancept of pharmuceutical care over a decade 150 many exciting developments have
occurred — medication reviews in nursing facilities, the community pharmacy and even in
patients* homes, disease state management programs in the community, cellaborative
practice, and increased emphasis on medication safefy issues — to name a few areas where
changes have occurred and continue to occur,

These chianges in practice all require changes in behaviour if they are to be successful —
changes at the professional association level, and in community pharmacy managers,
pharmacists, and pharmacy technicians and assistants, But changing behaviour whether at
the ussociution, communily pharmacy or personnl level is not easy and should be
approuched, planned and implemented in a systematic fashion.

In this presentation u simple framework will be presented that has been shown 1o be an
effective too] in promoting change in behaviour.

CHANGING BEHAVIOUR
C.M, Nimmo .
American Society of Health-System Pharma United States of America

Pharmacy practice continues to change at an ever inereasing rate, Since the introduction of
the concept of pharmaceutical care over & decade agd many exciting developments have
occurred — medication reviews in nursing facilities, the community pharmacy and even in
patients” homes, disense state management programs in the community, collaborative
practice, and increased emphasis on medication safety issues — 10 name 4 few areas where
changes have oceurred and continue to oceur,

These changes in prctice all raquize changes in behaviour if they are to be successful —
changes at the professional association Jevel, and in community pharmacy managers,
pharmacists, and pharmacy lechnicians and assistanis, But chunging behaviour whether at
the association, community pharmiacy or personal leve! is not easy and should be
approached, planned and implemented in a systematic fushion,

In this presentation u simple framework will be presented that has been shown 10 be an
effective tool in promoting change in behaviour.
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ABS G02-5

ABS G02-6

TOOLBOX FOR PROFESSIONAL MANAGEMENT
Th.F.I. Tromp
QIPC/Flevowijk pharmacy Nethesrlands

Dr Th{Diek)F) Tromp,

Quality Institute for Pharmacenticu] Care und Flevowijk Pharmacy, NL

" Chairman of Board of Pharmaceutical Practice, FIP

Managing change needs o professiona] approach.

Phurmacisis are, by nuwure, not a prefessional in changing his/ber practice, Pharmacists
tend 1o 'do’ things without considering proper prepuration and securing it to daily pruciice,
They ulso do not consider the fact that 1 reactive praciice {responsive (o prescriptions,
requests and questions) needs another attitudz and behavior than i pro-uctive
prictice(taking an initiative without an external irigger).

1t will bz explained thut one can divide change into four phuses: enubling, prometing,
willing und doing. The doing phise consists ulso of securing 1 changed activity.

EuroPhurm Forum (the regional WHO FIP Forum in Burope) developed 1 toolbox, based
upen the abave mentioned system.

The content of this toolbox ix produced as a CD-Rom instrument and is made available to
ull sinkeholders, conpecied to EuroPharm Foram,

Thix instrument will be presented to the audience, the various entrances and links will be
expliined and questions and remarks will be answered in an interactive format.

ABS G02-7

MANAGING CHANGE IN PHARMACY PRACTICE: CASE
URUGUAY
E. Savio Quevedo
Universidad de Republica Uruguay

Lot yer Urujgumy wits selecied hy dhe Phurmueesticnl Ferum of the Amerieas sad FIP wy impiement Gomd Pligrmacy
Pravtiee. s well us Thaikind, with (e suppert of FIP Foundition fir Eduzation. A Raional Techaie Group (NTGY
consisting nrrepreseatarives fom Tl Ministry o Public Heallh, PARO, thie Schinol of Medicine und the Schaal of
Pharmucy (wilhin she Facully of Chemisiry} of the University of the Republic and from the phannsceutienl associuiing s
e formed ik the peor 2600 and §s involved Tn e process of deafting sew cegulniinns wod designing chinnges ia the
pltarmuey secior, As an importast sad previous aclivity, the Pharmoceutical Forum af the Ameriess Hitiated §
mharmecentienl cire project o ypenention utients, which was received with greal enthusiosm and was scen a5 (e Ruture
fur the p el profession and the pl secior, conlributing W the health af the papulation,

The Gevermneat ix in the process af desipning @ refonn of die lealth gare seetor, including 8 reform of the faancial
strueture 10 he implemented over the next years, The pharmacy seewr is Sncluded in e refieo, The presedt phurmaicy Liw
dittes birck: 16 1986, More than Ladl of th sules of mebicines (5553 w he primary care scowr sre sold by oul-patical

dispensaries s privae palyelinies ond hospitals, mvied mainly by sssociatinons of physicians, This il 41 8 5ysiern
wihere (e eommunity phurmgsies ted w0 be guite simall anad dependent go salcs of other preduets,
Although iherz are repulations sbim i icines, prescriptions are nol used very much, The population goes

the pharmsey and recrives advice as welb us drogs o e slock syailable, The population eonsidues x pharmacy e o
zelighle place, Nor e public nor the bealth professionals know whi the plarmacists input could be or whig could be
expected, A pharmcist s an g 11y khown s 0 profizssiomnd by die luliver. Any person behind die zounier may lse
vanadtlercy ais a pharmacisg whetier arsined or vol. With s imekgraund, 1 profect strnegy was develuped whicl wok intn
aveatnt isteonaonwl experiees and oue enylrmental conditions, In onder i amnve fuwaed Oiree sk Rordes were he
respumsible of sdueniional, proii T and regulinery wspects of the project. A Sceretariat and projeet menager were oo
charpe of the covrdingtion arall (e activities,

The professional sk foree clal | three furtls fior phanmicy practiee: Good Drug Dispensing Practice, Setfeare and
1 Glssury of GPP relatinl eneepts heve been prepauzed o approsed in o National Assembly of the Pharmaccuticel
Asseciation. A furth doevinent selied (0 Rutional Use of Drugs is being prepired, These dosuments are sddressed 1o
comnua iy phormucisis and ikoded 1 b used oy resourcestieaintag materinls for individusl phammaeiss alew GPP and (0
ronte its inplementiiun, Based upon the FIP's Policy Statement on Gond Plarmacy Education Practice the cduestional
{nsk forze praposed @ change in ihe ewrrieatunt of plinmacist eoeeeer, & peopusal to shill e focus of pharmacy educatiog,
by at prs et el prostgraduinie Javels 10 o paticnt-centred approsel plusing » steonper empliests an phammeeolerapy.
pharmacensicn] can: sl picst communicition skills, Finally, tie segalutory aspects wyk ferce i working on 3 new
fraework: which would chble pirmicentical enre activities so be surricd out, biolopic Auids mensureincots, and an wpdute
in cttictes and phannaciais respossabitities willin e pharmwscy. Several cdueation courses nre hely smplemenicd all over
the connlry, a5 CPR, i order o clonge mindset of our coll =] : i and pk awners,

The QTP project itsell, ity background and its origin las been mude widely keown, within natisnal lelth sutleries and
assuciiutinny 1 well witliin tie naitiena| ofiees of WHO aod s he Regionul Forums of collabocniion beiwees WHO und FIP
We ean conclude that implementiog GPP in @ country i such @ woltiGictocin] process, hal the NTG is fust in the beggining
ol a-very imge rond, The prodect s worked sis an impartang estadyst fae moving and ehaging a brond range of situations that
are Sl imappeapise but heoer, 37 we congider the pationt in the fovus of aur nttention, An inceeased awareness hy
autbwritios und praciiehig placmaists For the newad w improve knewledpe and quafity in drug msaggement, distribeion sl
Thie st use of drages as well as willin the vofe of (e pharmueist in healtl: prometion wid diseasc preveation hes been
achieved.

MANAGING CHANGE IN PHARMACY PRACTICE - CASE
FINLAND
E K, Teriisalmi
Apple-pharmacy-Omena-apteekki Finland

Finnish community pharmacies have gene through complete changing process from
product oriented tradilional pharmacy practice 1o customer oriented modern pharmacy
praciice,

The process has taken sbout 30 years and has included several parallel processes which
have supported the development, The precess is still geing on with new challenges.

In the presentation the overnl) process will be described and the subprograms will be
presented. The méin factors in the success of the changing process have been: Strong
leadership witl clear view of the degirable future, professional strinepy, national
implementation, good coiiching and vide continuing education. All important partners in
the community phurmacy huve been of the sume apinion of the basic sirategy und about the
actions needed. All processes have been well documented and evaluated together with
pharmacy practice researchers.
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BIOGRAPHY R.J. MOLES
R.J. Moles
The University of Sydney Australia

Rebekah Moles is a young Australian Pharmacist working in the Faculty of Pharmacy at
the University of Sydney. She has recently compieted her PhD thesis which explored
pharmacy services in Private Hospitals. She is currently the Vice President of Australasia
in the Hospital Phurmiacy Section, a National Councillor on the Society of Haspital
Pharmucists of Ausiralia and on active member of the Pharmaceutical Soctety of Australia's
NSW Branch of Young Pharmacists.
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BIOGRAPHY L.M. MCDEVITT
L. McDevitt
Massachusetts College of Pharmacy United States of America

Lisa McDevitt currently works as an Assistant Professor of Pharmacy Practice at the
Massachusetts College of Pharmacy and Health Sciences. She ulso serves ns the clinical
pharmacist for the transplunt surgery service at Tufis-New England Medical Center in
Boston, She received her Pharm.D, from the University of Nebraska Medical Center in
Omaha. She has completed a Pharmacy Practice Residency at Thomas Jefferson
University Hespital in Philadelphia and a Specialty Residency in Organ Transplamution at
the University of Utah Health Sciences Center in Salt Lake City.

Dr. McDevitt's teaching, research, &nd patient care sclivities focus on the care of liver and
kidney transplant donors and recipients, She has presented posters at variows meetings
ineluding the American Transplant Congress, ASN's Renal Week, the ASHP Midyeur
Clinical Meetlng, and the ACCP Annual Meeling, She has published various articies and
serves as a peer reviewer for severa! pharmacy journals, In addition, Dr, McDevitt has
been zn invited speaker at national pharmacy congresses in Mexico and Peru, whete she
discussed clinical pharmacy and the rele of a pharmacist on the transplant (eam,

In addition to her work in transplant, Dr, McDevitt has un active interest in internationa)
pharmacy jssties. She has worked with the International Pharmaceuticsl Federation (FIP)
in various capacities and currently serves as the Steering Committee Chair of FIP's Young
Pharmacists Group.

BIO G04-2

BIOGRAPHY A. LEWIS
A. Lewis
Royal Pharmaceutical Society United Kingdom

ANN LEWIS

OBE, LLB., Hon.DSc., FRPharmS., MCPP,, MHSM., Barrister,

Appolnted Secretary and Registrar of the Royal Pharmaceutical Society of Great Britain in
October 1998, .

Studied Pharmacy in Liverpool and registered in 1965, Graduated in Law as an extarna)
student of London University in 1973, Called 1o the Bar, Grays Inn 1980, Founder
Member of the Coliege of Pharmacy Practice, Appointed as a Fellow of the Royal
Pharmiceutical Soclety in December 1993, Elected as a Member, Institute of Health
Service Management, in 1994,

Warked briefly in Community Pharmacy before joining the hospital service, Career mainly
in haspital pharmacy, including Director of Pharmacentical Services, Countess of Chester
Hospita! NHS Trust from 1992 to 1996, Particular interests include pharmacy
manugement, application and development of computers, the development of prescribing
policies both in hospital and community, the development of postgraduate education and
training, extending the scope of pharmacy services,

After leaving hospital service became Joint Director, Centre for Pharmacy Postgraduate
Educatien (CPPE), Pharmacy Department, University of Manchester from 1996 to 1998,
President, Royal Pharmuaceutical Soctety of Great Britain |994-96,

Member, Medicines Commission 1993 - 2001

Member and former Vice Chairman, Standing Pharmaceutical Advisory Commitiee -
Department of Health,

Chairman, Consultative Working Group for the Development of Training Standards for
Pharmacy Support Staff 1992 to 1998,

Member, Joint Formulary Committee, British Nationa Formulary 1995 to 1998,

Metnber of the Counci) of the School of Pharmacy, ‘University of London - January 2001 -,

Other interests include travel, gardening, theatre, riding, cars, fly fishing and conversation.

BIOGRAPHY M.J.A. ROUSE
M.LA. Rouse
ACPE United States of America

Michac] J, Rouse ('Mike) was born in Harsre, Zimbabwe. He prudusted with un Honours Dograe in Fharnuey from
Ihe University of Zimbabwe in 1977, Mike hos worked in hospilal and comnwnity phirnocy and, befisne moving to
the USA, was (he chicf exeeutive of Zimbubwe's lirgest group of communily pharmacics, In Apsil 2001, Mike
Jjolned the Accreditation Council for Pharmacy Education (ACPE) in Chicago, where he is rimarily working on
sirntegtic initiatives and special profocts, He reeently coordinated the revision of ACPE's PhasmD Aceredilation
Stuanduzds, Mike wes e primary author of a widely published and endorsed 2002 While Pupcr on Pharmucy
Techniciuns, Other focus areus ere internations! trends and developments in quality assursnce of pharmaey
cducation, and coatinuing professional development (CPD): the Jailer being e subject of (w recont publicalions in
the American Journal of Healih-Sysiem Pharmacy (AJHPY and the Journal of the American Phurmucists
Association (JAPhA). Mike is actively involved in disenssions in the USA regarding possible narjonal
implementation af the CPD mudel for pharmacist's lifelong iearning, and he consulls widely an this subject,
In 2001, Mike estublishet! the Inicraationu) Borem lor Qualily Assurunee of Pharmacy Eduestion, wifich nuw has
approxinwtely 250 members {rom more (han 60 couniries, reionl and international organizations. Mike hag
convened [ive international megtings af this body, Through the Foram, Mike is covrdinating the development o
£lohs! ‘core principles' for guality ussurance of pharmacy education,
Mike is p pasi-president of the Pharmaceuticnl Socicty of Zimbabwe und the Natjosal Pharnuceulics! Council of
Zimbebwe, 1n Zimbahwe, he was a member of many professional cammiuces, was a porl-time lecturer 1o pharmacy
sludenls, pharmacy technicians and nurses, and was actively involved in the revision of pharmacy legistlion, He
bas heen a speuker al mumerous natians!, regicnal and inlernalicnal congresses,
Af founder president of the Zimbahwe Pharmacy Students* Assoctation, Mike attended an IPSF congress in Moxico
in 1977, and since thal tlime has heen jnerested in developing internationn] conlucis. He hus achieved) his 1hreugh
aclive Involvement in the Interautional Phurniaceurien] Federation (F1P) and the Commonwealth Pharmaceuticn)
Aggociation. By special invitalien, he served on e Bxecutive Commillies o FIP's Community Pharmucy Seclion,
2nd chuired thely werking group en Good Phurmacy Practiee {n Drveloping Coustries, The reports and manuaks
thal resulted fron: his work have been successfutly used in & aumber of countrics.
In 1996, Mike was cleeied 1 FIP's Beard of Divectors (1he 'Buresn), on which he seeved for the magimum cight
yeurs. He was #lso o member of FIP's Board of Pharmaccutical Praclice {BPP) fog cight years, and served on
several BPP working groups, including onc that developed FIP's Folicy Stutement on Caontirving Professions
Developmeal (CPR) for Plarmacists, sdopied in 2003, Mike currently secves a5 u Direelor of FIP's Foundation for
Eduewtion & Rescarch,
A visionary and innovaiar a1 hearl, one of Mike's main inlcresls has hoen the development andl use of informuion
hnclogy 16 cithance prof | und cusiomer services, and he plencercd several iniliasives s this repard while In
Zimbabwe, He is marrieil with three children wnd new lives in Chieago, 1llinois,
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