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NOVARTIS HONORS MIKE AILSWORTH 

PLEASE JO(N NOVARTIS CORPOKATION / 

AND THE W A S H I N G T O N OFFICE FOR A CELEBRATION 

H O N O R I N G 

MIKE AILS WORTH 

FOR HIS 36 YEARS OF SERVICE TO THE COMPANY 

You ARE CORDIALLY INVITED TO ATTEND 

A F A R E W E L L R E C E P T I O N F O R 

MIKE AILSWORTH 

APRIL 21, 1999 

5 - 7 PM 
B. SMITH'S. AT U N I O N STATION 

RSVP TO ERIN HALLSTRO M 

P6/(b)(6) t06 I 1 
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2897 Saw Mill Road, Wantagh, New York 11793 Tel:(516)221-5277 

March 30, 1999 

Chris Jennings 
Deputy Assistant to the President, for Health Policy 

via facsimile - (202) 456-5557 

Dear Mr. Jennings: 

As discussed with your secretary, Therese Jones, I had been referred to you by 
Howard Bedlin with regard to your availability to serve as our keynote speaker 
at our annual Stem Memorial Lecture, to be held the evening of Tuesdav. April 
20. 1999. 

The event is co-sponsored by The Joint Industry Board of the Electrical 
Industry, (Local 3 IBEW), and will be held at their headquarters building on 
Parsons Boulevard and harry Van Arsdale Avenue, in Flushing. 

The Healthcare Executives' Club is an affiliate organization of the American 
College of Healthcare Executives, and our membership includes management 
and administrative personnel in public and voluntary organizations in the New 
York City area, in hospitals, nursing homes, education, etc. 

The Stem Lecture is attended by some 120 people, and is named in memory of 
our first president. The evening event begins with an informal cocktail party at 
6 PM, a gourmet buffet at 6:45, and program at 7:30. We would ask that you 
speak for some half hour on the subject of the "Administration's Healthcare 
Initiatives for the Next Two Years", or such other topic as you would deem 
appropriate. 

Thank you for your involvement, and we look forward to hearing fi-om you. I 
may be contacted by phone at (516) 221-KARP (5277); by fax (516) 
221-5279; or by e-mail at KARPE0NCAL@A0L.COM, or I will call you 
early next week. 

Sincerely, 

Hemy R. Karpe, M.S., FACHE 
Chair, Stem Memorial Lecture 

HRK an 
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March 14, 1999 

Mr. Christopher Jennings 
Special Assistant to the President 
for Healthcare 
The White House 
1600 Pennsylvania Avenue 
Washington, D. C. 20500 

Dear Mr. Jennings: 

Re: Medical System Reform Proposal 
Harrison Edward Donnelly 
June 30, 1992 - February 7, 1997 

On February 16* and 17"' 1 met with fifty-seven legislative aids of Congress in 
Washington. Our puqoose is to protect the patient while in their care of their physician and 
hospital: National standards for physicians and access to The National Practitioners' Data Bank 
so that consumers can make informed decisions about their doctor and hospital work history. 

I will be in Washington again on Thursday, March 18'" at the Capitol, the House and the 
Senate and will call your office and hope to have the opportunity to speak with you briefiy. 

Any day at your convenience 1 would appreciate meeting with you Mr. Jennings to 
discuss the issues of Medical Reform In August, 1998, I sent President Clinton the package for 
Medical Industry Reform. 

Respectfully yours. 

Patricia C. Donnelly 

THE HARRY DONNELLY FOUNDATION 

Post Office Box 42, Howard Beach, New York 11414 

P6/(b)(6) 



PROPOSAL FOR MEDICAL SYSTEM REFORM 

OUTLINE 

FEDERAL ISSUES: 

Correct weak Monitoring and Accountability by the Federal Health Regulatory Agencies. 
Limited/restricted access to consumers' need for health care information results in over 100,000 deaths 
annually in the United States. 

1. The National Practitioner's Data Bank: Repeal Article 28 of The Freedom of Information 
Act 

Consumers have the right to evaluate their healthcare providers performance history. 

The consumers' ability to make informed decisions in selecting physician/hospital 
providers would reduce the healthcare budget for our govemment. Physician and hospital 
mistakes cost money. We, the taxpayers, pay for the right of access to the 
National Practitioners Data Bank. 

2. Federal Inquiry/Investigation into the Joint Commission on the Accreditation 
of Healthcare Organizations 

The Joint Commission to be required to conduct inspections of hospital facilities unannounced. 
Many hospitals prepare for the Commission's inspections by increased staffing prior to the arrival 
of the inspectors. ( See N.Y. Public Advocate Report, January 1998.) 

Monitoring and accountability of JCAHO's rating reports are weak. In a data base of 1,528 
hospitals used for comparative analysis, only one percent received the Commission's lowest 
ranking. JCAHO's power is great - they inspect over 5,843 hospitals and over 10,000 healthcare 
facilities. Reduce Medicare and Medicaid funding by scrutinizing the findings of the JCAHO. 
They are treated as royalty when they set foot on the premises of the hospital they are about to 
inspect. Root out negligence and incompetence in hospitals - it cost us taxpayers money and the 
patient suffering or death. The JCAHO is a private organization loosely accountable to the 
Fedeiral Govemment. 

3. Video Taping of Surgical Procedures 

Reduce insurance and litigation costs. Provide improved services due to monitoring and 
accountability; e.g. reduce the needless injuries and deaths nationwide. Video taping IS in­
expensive and very effective and in line with other lesser forms of monitoring in the operating 
room. PROTECT THE PATIENT 
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Proposal For Medical System Reform Outline 

-2 -

4. Pharmaceutical Industry 

See The New York Times, Monday, January 25,1999: "Steep Increases Seen In Charges 
for Drugs" - some increases run as high as 300% or more. This industry is the most lucrative 
within the United States and weakly regulated Cost versus product research of all 
pharmaceutical agents is long overdue. Intense marketing of both prescription and over-the-
counter drugs unduly influence physician and consumer alike. Thirty-five percent (35%) of 
all hospital admissions of senior citizens are directly attributable to adverse reactions firom 
prescription and over-the-counter drugs. 

The physician must be mandated to report adverse drug reactions to MedWatch at the Food and 
Drug Administration (1-800-FDA-1088) - less than 10% of physicians report their patients 
adverse events fi-om prescription or over-the counter drugs. Please refer to "Bitter Pills: Inside 
the Hazardous Worid of Legal Drugs," by Stephen Fried and "Prescription for Disaster," by 
Thomas Moore, "Worst Pills, Best Pills," by Public Advocate, Sidney Wolfe, 

According to the Office of the Inspector General of the Dept. of Health and Human Services and auditors 
of the Health Care Financing Administration and the General Accounting Office report, the Medicare 
system is rife with corporate fraud and ripoffs. Let our representatives in Congress scrutinize the 
compensation, bonus and 'perks' of the administrators of the HMOs and hospital hierarchy while they 
instruct their analysts to reduce or deny benefits to the citizens of our great country. 

"The Federal govemment must demand full public disclosure from all managed care plans in plain 
English about the nature of the care they give and the complaints that each plan accrues each year. State 
authorities and insurance departments should be able to perform audits on demand to check on quality of 
care and costs." "Due Consideration" by A. Caplan (1998) 

The key to correcting the multifarious deficiencies within the healthcare industry is scrutiny: 
Monitoring and Accountability. Every member of the United States Senate and United States House of 
Representatives must join together to correct the glaring deficiencies within the healthcare mdustry. 
Examine the issues of FRAUD, NEGLECT, INCOMPETENCE AND EXCESSIVE GREED FOR THE 
ASTRONOMICAL RISE IN HEALTH CARE 

Patricia Donnelly 
Post Office Box 42, Howard Beach, New York 11414 

P6/(b)(6) I (^^OIAP 3 
1-27-99. 



PROPOSAL FOR MEDICAL SYSTEM REFORM 

OUTLINE 

STATE ISSUES: 

1 Mandatory Continuing Education for Physicians/Physician Assistants and Nurses 
The rapid technological advances within the medical industry demand knowledge and skills of 
new procedures. Continuing education of these healthcare providers would result in less costly 
mistakes. Skilled and knowledgeable healthcare practitioners = fewer errors. Please see the Pew 
Commissions study, November 16, 1998. 

2. Hospital Care 
Inspection of hospital facilities should be placed back in the hands of State Department of 
Health. The Joint Commission on the Accreditation of Healthcare Organizations is a private 
agency. The State Department of Health is the regulatory agency and they alone should oversee 
hospital inspections. In a database of 1,528 hospitals used for comparative analysis, only one 
percent of the hospitals received the Commissions's lowest ranking. The vast majority, 85% 
received the highest possible score. 

3. Video Taping of Surgical Procedures 
Reduce insurance and litigation costs. Provide improved services by hospitals, physicians due to 
monitoring and accountability, e. g. reduce the needless injuries and deaths. It is inexpensive 
and very effective - in line with other lesser forms of monitoring. 

It is estimated that 2,380 surveillance cameras are trained on public spaces in New York City. 
(The New York Times Metro Sunday, December 13, 1998.) There is no patient advocate in the 
operating room while the patient is in an utteriy helpless state. 

4. Restructure Physician Licensing Board 
Currently two physicians and a lay person are chosen fi-om a pool of 200 appointed to the 
Board. Multi-healthcare professionals must be included to better and more fairly evaluate 
alleged physician negligence and/or incompetence. We strongly recommend the inclusion on 
the Board of: Physician Assistant, Nurse, Nurse Practitioner, Pharmacologist, PATIENT 
ADVOCATE and a CONSUMER. Please see the Pew Commission study, Nov. 16, 1998 

"If airline pilots were as poorly regulated as physicians, we would have one plane crashing every 
day killing 200 people," said Dr. Wolfe of Public Citizen Health Research Group. Medical 
Boards are predominantly staffed by doctors who appear disinclined to judge their colleagues 
sufficiently incompetent to lose the right to practice. Board members are generally less 
sympathetic toward immoral behavior such as drug use or sexual exploitation of patients. 



STATE Proposal For Medical System Reform Outline 

5. Protect Our Children 
The State Department of Health must create a drug interaction data base whereby it would be 
mandatory for the anesthesiologist to review the drug interaction chart before writing up the 
anesthesia plan. The surgeon also would be required to sign off on the review of the drug 
interaction data base - AND learn what drug to be used to counteract an adverse reaction. 

6. The Pharmaceutical lndustry 
Thirty-five percent of all hospital admissions of senior citizens are directly attributable to adverse 
reactions from prescription and over-the-counter drugs. It is indeed a hazardous world of legal 
drugs as minimal tracking of drug interactions are recorded in a nationwide data base and drug 
adverse reactions. 

BEFORE the physician writes a prescription - informed consent should apply. The patient must 
be informed of the benefits, risks and alternative to taking the drug. The number of children 
across the country taking Ritalin, estimated at well over three million, more than doubled the 
1990 figure. (See The New York Times article of January 28, 1999.) 

The physician must be mandated to report adverse drug reactions to MedWatch, at the Food & 
Drug Administration (1-800-FDA-1088) - less than 10% of physicians report their patients 
adverse events from prescription or over-the-counter drugs. Please refer to "Bitter Pills: Inside 
the Hazardous Worid of Legal Drugs" by Stephen Fried, "Prescription for Disaster" by Thomas 
Moore and "Worst Pills, Best Pills" by Public Advocate Sidney Wolfe. 

Beginning with the Governor of the State of New York and every member of the New York State Senate 
and Assembly - ALL - must join together to correct the glaring deficiencies within the Health Care 
Industry and iPtevent tA& tmgic, utuuceado^ deatAd of. ovex 2CC,CCC men, uuwten and 
duidAai nach ipicui ui awt coiuitu^ 

It Is the obligation of the State to protect the public. 

Patricia Donnelly 
Post Office Box 42, Howard Beach, New York 11414 

P6/(b)(6) 

~TT:99 
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Date: 

To: 

From: 

April 08, 1999 

Christopher Jennings 
Phone: 
Fax: 202-456-5557 

Foundation for Accountability 
Fay Reynolds 
Phone: 503-223-2228 
Fax: 503-223-4336 

Pages: 

<ji^e-mai 

T 
Subject:FAC<2T Leadership network^ e-mail update 

Unfortunately.we do not have your e-mail address so we had to fax tHis instead. 
Could you please calUuŝ ĵjijyh în^ so in the future you will receive 
this communication via e-mail. Alsorwe do not have a telephpne'inimbW 
you in our database - only your fax number. Please call uS^th your telephony 
number as well. THANKS! 

520 SW Sixth Ave., Suite 700, Portland, OR 97204 (503)223-2228, Fax:(503)223-4336 



The Board of Supervisors 
of the County of Los Angeles 

C p̂diSlly Invites You 
To A Reception 

Wednesday, May 5, 1999 
5:30 p.m. - 7:00 p.m. 

B340 Rayburn House Office Building 

RSVPs: 202-393-2404 
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Regulating Medical Necessity: 
Is It Necessary? 

PROCmsm poiicr iHsrimc 

Memorandum 

To: 

From: 

Subject: 

Date: 

Health Care L.A.'s 

Will Marshall, PPI President 

Upcoming Event 

April 12, 1999 

In the debate over a patients' bill of rights, the issue of medical necessity is critical for 
both clinical and economic reasons. Managed care plans have restrained costs by 
denying coverage for services that are not medically necessary. As a result, health 
care costs are lower, but doctors and patients question whether managed care plans 
have gone too far in controlling medical care. 

The legislative options before Congress range from regulating how health plans 
determine medical necessity to doing nothing. A third option is to require each health 
plan to disclose how they determine medical necessity and to use competition to 
punish plans that are overly restrictive. 

To debate these options and others, the Progressive Policy Institute holding a 
briefing. Regulating Medical Necessity: Is i t Necessaty? It will feature David 
Eddy, Senior Advisor to Kaiser Permanente, Southern California, Sara Rosenbaum, 
Professor of Health Law and Policy at the George Washington University Medical 
Center, and David Kendall, Senior Analyst for Health Policy at the PPI. 

Date: Tuesday, April 13, 1999 
Time: 8:30 a..m. to 9:30am 
Place: Room SC-4 in the Capitol. 

We hope you will join us for this timely and informative event. Breakfast will be 
served. To RSVP, contact Kerrry Dobbins at PPI at (202) 547-0001. 
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Harvard School of Public Health 

J. Donald Millar, M.a','D.T. P. H, (LohA) 
Wee Choii; Executive Po/icyComm/ttiee, 
President, Don Millar & Associate ,̂ Inê  , 
former Director National Institute of . 
Occupartional Safety and Health 

Maria I. New, M.D. 
Oioirmon, Department of Pediatrics, . 
Cornell-New/York Hospital 

Antonia Novello, M.O., M.P.H. 
Vis'iting Professor. Ths Johns Hopkins 
School of Hygiene & Public Health 
Forrner Sur̂ feon General, 
US. Public Health San/ice 
fNon-wting Member̂  

Marybeth Roisomando, M.E.S. 
Executive Director 

Attention: Teresa Jones, Via Facsimile (202) 456-5557 

•Dear Mr. Jeniiings: 

I am-writing to request a brief meeting wth you on April 16 for Dr. Maria New, a 
.^is!inguished Fellow of the Public Health Policy Advisory Board (PHPAB), to 
provide you with a preview of our upcoming report on children's health. 

As.you may know, the PHPAB is an independent, nonpartisan 501 (c)(3) organization 
founded by Louis W, Sullivan, M.D. to advance soimd, science-based policy making 
in public health. The PHPAB's mission is to identify emerging public health issues, 
evaluate the relevemt science available on these topics, stimtjlate public discussion, and 
recommend appropriate public policy priorities. Attached please find more 
information about our organization and a bio of Dr. New, Chairman of the Department 
. of Pediatrics of Cornell University Medical College. 

The PHPAB is currently preparing to release our first report, which will focus on 
.children's" health. This report will provide a comprehensive review of the leading 
causes of mortality in children and is designed to foster a dialogue about creating a 

-ti'atioinal strategy for addressing children's health needs. 

. Given,President Clinton's great interest in children's health issues. Dr. New would 
like, the oppoiftunity to provide you with the highlights of our work prior to the report's 
public release, Kathleen Siedlecki will be calling to follow up on this request, or you 
may call her directly at (202) 828-8871, 

TEanfe you for your consideration. 

Sincerely, 

Marybeth Rossomando, M.E. 
Executive Director i 

1350 E Y I STREBT, N V ^ 

SECOND FLOOR 
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Maria I. New, M.D. 
Chairman, 

Department of Pediatrics, 
Cornell University Medical College 

Dr. Maria New is the beneficijiry of a long and distinguished career as a physician, 
teacher, and author. Since completing her M.D. at the University of Pennsylvania School of 
Medicine in 1954, Dr. New has earned the reputation as one of the nation's leading pediatric 
endocrinologists. She is now Chairman of the Department of Pediatrics at the Cornell University 
Medical College in New York as well as the division head of Pediatric Endocrinology and 
Pediatrician-in-Chief 

Dr. New serves on numerous boards and committees including Past President of the 
Endocrine Society; Panel Member of the Board of Appeals/Pediatric Endocrinology; organizing 
Chairperson, Kroc Foundation for "Estrogen Treatment of the Young"; member of the Food and 
Drug Administration's Endocrine Metabolic Drug Advisory Committee; board member of the 
Lawrentian Hormone Conference; various committees of the International Endocrine Society; 
and former Chairman of the Committee on Estrogen and Cancer, The Lawson Wilkins Pediatric 
Endocrine Society. She has not only maintained several editorial positions, but continues to 
serve on the Editorial Board of the Journal of Women's Health and is Corresponding Editor for 
the Journal nf Steroid Biochemistry. In addition, Dr, New has nearly 500 published articles and 
papers. 

Her professional and humanitarian efforts have been recognized with dozens of awards 
and honors including Elected Fellow, The American Academy of Arts and Sciences, 1992; 
Outstanding Woman Scientist, Metropolitan New York Chapter of American Women in Science 
(AWIS) 1986; the Due Case Award, International Partnership Program, Office of the Governor 
of New York State, 1990; Elected Member of the National .Academy of Sciences, 1996; and the 
Basic Science Award for the Social Advancement of Women's Health Research, 1996. 
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Mission: The Public Healtti Policy Advisory Board (PHPAB) is a private, independent, and 
nonprofit50l(c)(3) advisory body a-eated and chaired by Louis W. SuUivan, M.D., the 
former Secretaiy of Health and Hiunan Services and current President of Morehouse School 
of Medidne. The Distinguished Fellows of the PHPAB represent a broad range of expertise, 
including clinical medidne, epidemiology, risk analysis, and public policy. The PHPAB 
identifies emerging, public health issues, evaluates the relevant science available on these 
topics, stimulates public discussion, and reconunends appropriate public policy and 
priorities. 

The PHPAB is designed to identify and prioritize critical health issues of highest concern, 
evaluate research findings and formulate policy recommendations based on its clinical, i 
analytical, and policy experience, Drawing on the input of a wide range of experts and 
discussions at public fonuns, the Board's recommeruiations will be grounded in the best 
available sdence and reflect tf\e most pressing pubUc health priorities. The PHPAB will 
contribute its insights to policymakers, government officials, non-profit organizations, and 
industry as these groups devdop public health poUdes and construct research agendas. The 
PHPAB will also serve as a credible and independent soui'ce of mformation on these issues 
for the Efiedia and the general public 

Structure: 

The intellectual core of the PHPAB is its group of Distingi;iished Fellows: Dr. Patrida Buffler, 
Dean Emerita and Professor of Epidemiology at the Univeo-sity of California-Berkeley, 
School of Public Health; Dr. John Graham, Director of the Harvard Center for Risk Analysis; 
Dr. J. Donald Millar, fornier Director of the National Institute for Occupational Safety and 
Healflv and Dr. Maria New, Chairman of the Department of Pediatrics at the New York 
Hospital-Cornell Medical Center. Fonner Surgeon General Antonia Novello also serves in a 
non-voting caparity. This group, known as the Executive Policy Committee, is respor^ble 
for policy and strategic maxwgemeirt of fhe organization. The PHPAB is governed by a 
Board of Trustees, which is responsible for the organization's financial health and overall 
governance. 

Financial Support 

Funding for the PHPAB comes from tmrestrictad grants from private industry and ^ 
government, corporate, and non-profit organization conference grants. The PHPAB is 
actively seeking ftinding from diverse sources, induding government foundations, 
individuals and other groups. The PHPAB wiL act independently of all contributors and the 
Board's decisions on topic selection, policy, and research recommendations will not be 
subject to any endorsement or approval. 

Operations: 

The PHPAB will conduct periodic public forums on key diseases, risk factors, 
prevention, or policy issues. During these discussions recognized sdentific experts and 
public health spokespersons will present medical, clinical, sdentific, and policy 
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information. The PHPAB will coi\sider these viewpoints and will issue its 
recommendations for pubUc health policies and research. 

The format for these open forums will vary depending on lite topic, and will likely indude 
panel discussions, town hall meetings, invited symposia, workshops, etc. After each 
meeting, the Board will issue a mantiscript for publication in a sdentific journal and/or an 
artide in the general n\edia outlining the Board's thinking on the public policy implications 
and priorities. 

To enstire the highest quality discussions, the PHPAB will rdy on representatives from well 
respected, intematiorwlly recogniztid academic institutions to partidpate and/or assist in the 
conduct of the meetings. 

Based on the input from the various meetings and workshops, the PHPAB will: 

• Evaluate the relative importance and impact of the emerging public health issue. 

• Simunarize the knowledge l)ase that existe for the particular public health issue, based on the best 
available science. This would inchnde the oveiall profile of tJxe illness in the U.S. population, 
relative priority of risk factors, and preventive measures. 

• Recommend a dear policy direction or ot>jectives for the fuhire, t>ased on the current state of 
knowledge. The PFffAB will also evaluate the adequacy or appropriateness of curjrent policies 
and related resource allocation. 

• Recommend priorities for research to fill critical knowledge gaps fliat would substantiallv improve 
or itrform poIicvmakirYg. Research recommendations will consider the degree of sdentific 
uiMWtainly surrounding the issue, particular risk factor, or preventive measure. The PHPAB will 
consider current research priorities and resource allocation in both the public and private sectors. 

Issues: 

Aimually, the PHPAB will consider a list of possible candidate topics. The PHPAB will 
identify questions of critical importance by reviewing the findings and on-going 
discussions of key scientific and policy groups as well as mor t̂oring issues of concern to 
the public and public interest groups, govemment, and industry. 

To help select specific topics that are most in need of an independent examination, the 
PHPAB will place priority on issues where: 

> the PHPAB has a unique contribution to make, which is not being made by other groups 
or institutions or whidh cannot be made by ihose groups; 

> there is a window of opportunity to partidpate in ttie development of future public 
policy, research priorities, and resource allocation; 

> the PHPAB can bring to consensus, or narrow the range of controversy, an issue where 
tiiere is a wide spectnun of opinions, thereby enabling the advance of research or public 
policy; 
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> the PHPAB can place an issue in the larger public health context, to assess and advise 
policymakers on the relative all(5cation of resources and policy focus; 

> the PHPAB can raise or address policy issues not currentiy being addressed or 
addressed adequately; 

> the PHPAB can educate tiie lay public about complex sdentific and policy questions, 
CTeating an environment where responsible balanced policy can be implemented. 

The PHPAB may focus on specific health issues or broader, generic policy questions. In 
examining specific health issues, one of the unique perspectives that the PHPAB intends 
to bring is a consideration of a variety of risk factors that influence health status, such as 
genetic makeup, personal lifestyle, urban pollution, and economic circumstances. The 
PHPAB will consider information from animal toxicity studies, human epidemiology, 
public perception of risk, and other factors. 
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FOR IMMEDIATE RELEASE CONTACT: Rica Guamieri 
December 10,1998 202/828-9732 

PUBLIC HEALTH POLICY ADVISORY BOARD STUDIES 
CHILDREN'S HEALTH PRIORITIES 

New Organization Formed by Former HHS Secretary Sullivan Holds 
Workshop to Discuss Major Health Threats to Children Under 19 

(WASHINGTON, DC) Pediatricians, researchers and public health policy professionals 
gather at the first Public Health Policy Advisory Board (PHPAB) workshop to discuss the 
current state of children's health in the United States. The workshop, Children's Health 
Priorities: Setting the Best Course for our Nation *s Children, is the first in a series of 
forums created to examine current and emerging health issues and to make policy 
recommendations to answer changing needs. 

Issues to be examined at the workshop include causes of childhood death such as 
adolescent violence, child abuse, unintentional injury, drug and alcohol abuse and risk 
factors for disease that stem from both physical and social environments such as poverty, 
homelife breakdown and behavioral disorders, 

In addition to the Public Health Policy Advisory Board's Distinguished Fellows (listed 
below), speakers featured at the workshop included Surgeon General David Satcher, 
M.D.; Mark Rosenberg, M.D., of the Centers for Disease Control and Prevention; and 
Martha Linet, M.D. of the National Cancer Institute. Public Health administrators 
presenting at the workshop are Commissioner Nick Scopetta of the State of New York 
Administration for Children's Services, Dr. James Ware, Ph.D., of the Harvard School of 
Public Health, and Dr. Thomas Boyce, M.D. of the University of California, Berkeley, 
School of Public Health. 

Dr. Maria New, Chairman of the Department of Pediatrics at Cornell University Medical 
College, said of the workshop, "We are looking at a broad picture of threats to children's 
health and asking what things should be done and by whom, whether by govemment, 
schools or other outlets that reach children." 

Discussion and information presented at the workshop, in addition to other data available 
and the expertise of a multi-disciplinary group of public health and medical leaders, will 
be used for a Report to the Nation on Children's Health Priorities scheduled to be issued 
during the first quarter of 1999 by PHPAB. 

-more" 
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The PHPAB was created in 1997 by Dr. Louis Sullivan, M.D,, Former Secretary of the 
Department of Health and Human Services under President Bush and President of 
Morehouse Medical School. 

"I brought the members of PHPAB together because I saw a need for an objective voice 
in the public health policy arena. Frequently, when I was Secretary of HHS, I would see 
cases where there was little scienos but a lot of passion on both sides of an issue," said 
Dr. Sullivan, chairman of PHPAB. 

The PHPAB was established as an independent, non-partisan, 501(c)(3) organization 
designed to advance sound, science-based policy making in public health. The 
organization will examine emerging and overiooked public health issues, evaluate the 
relevant science available, stimulate public discussion and make recommendations for 
appropriate public health policy and priorities. 

PHPAB's Distinguished Fellows are: 

Louis Sullivan, M.D., Chairman and CEO of PHPAB; President Morehouse School 
of Medicine; Former Secretary, Department of Heal th and Human Services 

J. Donald Millar, M.D., D.T.P.H. (London), Vice-Chairman of PHPAB; President, 
Don Millar and Associates; Former Director, National Institute for Occupational 
Safety and Health; National Center for Environmental Health 

Patricia A. Buffler, Ph.D., M.P.H,, Dean Emerita and Professor of Epidemiology, 
School of Public Health, University of California Berkeley 

John D. Graham, Ph.D., Founding Director, Center for Risk Analysis, Harvard 
School of Public Health 

Maria I. New, M.D., Chairman, Department of Pediatrics, Cornell University Medical 
Center 

Antonia C. Novello, M.D., M.P.H., 14'h Surgeon General, U.S.P.H.S.; Visiting 
Professor, Department of Health Policy and Management; Special Director, 
Community Health Policy. The Johns Hopkins University School of Hygiene and 
Public Health (non-voting member) 
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Date: 04/07/99 Time: 04:40 PM To: Sarah B i a n c h i 8 202 456-5557 Page: 001-001 

Regulating Medical Necessity: 
Is It Necessary? 

PROCRlfSIVl POUCY IHSTIWTC 

Memorandum 

To: Health Care L.A. 's 

From: Will Marshall, PPI President 

Subject: Upcoming Event 

Date: April 5, 1999 

In the debate over a patients' bill of rights, the issue of medical necessity is critical for 
both clinical and economic reasons. Managed care plans have restrained costs by 
denying coverage for services that are not medically necessary. As a result, health 
care costs are lower, but doctors and patients question whether managed care plans 
have gone too far in controlling medical care. 

The legislative options before Congress range from regulating how health plans 
determine medical necessity to doing nothing. A third option is to require each health 
plan to disclose how they determine medical necessity and to use competition to 
punish plans that are overly restrictive. 

To debate these options and others, the Progressive Policy Institute holding a 
briefing, Regulating Medical Necessity: Is i t Necessary? It will feature David 
Eddy, Senior Advisor to Kaiser Permanente, Southern California, Sara Rosenbaum, 
Professor of Health Law and Policy at the George Washington University Medical 
Center, and David Kendall, Senior Analyst for Health Policy at the PPI. 

Date: Tuesday, April 13, 1999 
Time: 8:30 a..m. to 9:30am 
Place: Room SC-4 in the Capitol. 

We hope you will join us for this timely and informative event. Breakfast will be 
served. To RSVP, contact Kerrry Dobbins at PPI at (202) 547-0001. 



American Enterprise Institute for Public Policy Research 

HEALTH POLICY DISCUSSION 

0 
• l-l 

The 1999 Medicare Trustees' Reports: ^ 
How Much Time for Reform? ^ 
TXiesday, April 6,1999 
9:15-11:30 a.m. 
Wohlstetter Conference Center 
Twelfth Floor, AEI 

The 1999 Medicare Trustees' Reports released on March 30present the Board of 
Trustees' first findings following a full year of operation under the changes included in 
the Balanced Budget Act of 1997. Many experts are predicting substantial changes from 
last year in the projections of future revenues and expenditures Are the changes since 
last year permanent, leaving Medicare in better financial health? Or have the trustees 
been misled by temporary changes and bad data? What are the implications of the new 
reports on the future of Medicare and on the intense political debates surrounding it? 

These and related issues will be discussed by a distinguished and krwwledgeable 
panel consisting of Rick Foster, chief Medicare actuary; Dan Crippen, the new director 
of the Congressional Budget Office; Marilyn Moon, one of the two public trustees; 
Norman Ornstein, AEI; Robert Reischauer, the Brookings Institution; and Gail 
Wilensky, cochair of the Medicare Payment Advisory Commission. Discussion and 
questions from the audience will be encouraged. 

8:45 a.m. Registration and Continental Breakfast 

9:15 Presentation: RICHARD FOSTER, Health Care Financing Administration 

Panelists: DAN CRIPPEN, Congressional Budget Office 
MARILYN MOON, Urban Institute 
NORMAN ORNSTEIN, AEI 

ROBERT REISCHAUER, Brookings Institution 
GAIL WILENSKY, Medicare Payment Advisory Commission 

Moderator: ROBERT R HELMS, AEI 

11:30 Adjournment 

1150 Seventeenth Street, N.W., Washington, D.C. 20036 202.862.5800 Fax 202.862.7178 http;//www.aei.org 



American Enterprise Institute for Public Policy Research 

Registration Form 

HEALTH POLICY DISCUSSION 

The 1999 Medicare Trustees' Reports: 
How Much Time for Reform? 

Tliesday, April 6,1999 
9:15-11:30 a.m. 

Wohlstetter Conference Center, Twelfth Floor, AEI 

Name 

Title 

Affiliation 

Address 

City/State/Zip 

Telephone FAX 

E-mail 

Send this form to Seminars and Conferences 
American Enterprise Institute 
1150 17th Street, N.W. 
Washington, D.C. 20036 

Or FAX to Seminars and Conferences at 202.862.7171. 

Contact Sharon Utz with any questions at 202.862.5865. 

1150SeventeenthStreet,N.W., Washington, D.C. 20036 202.862.5800 Fax 202.862.7177 
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iSim NUITil HRVKK 
March 22, 1999 

The Honorable Christopher Jennings 
Deputy Assistant to the President for Health Policy 
The White House 
Washington D.C, ( (I 
VIA FACSIMILE A ^C^^^^- '^^ ' ' J 

Dear Mr. Jennings: / ^(T V^^OC<-^ ^ 
\ J i S : ^ / ^ UiOLf J-fVA^ 

We met a while ago during health care reformy^iscussions in Washington D.C, I appreciated 
your understanding and concern relatedjojlapfguage access issues. ' ^ A ^ ^ j 

I respectfully request a meeting A|^ril 15 or 16~^ discuss insuring the uninsured populations 
Along with representatives from t h V . ^ a n a n ^ t i n o health communitv, including U 5 Civil 
Rights Commissioner Yvonne Lee, I w6Dtd-ft<<e to discuss innovative approaches to resolving this ( L ^ ^ 
health dilemma. Addlttonaliy, we are interested in hearing more about the President's initiative 
to improve health care access for uninsured workers and how we can be of assistance to the 
Administration's efforts to insuring the uninsured population. 

We have private and public funding to develop aeative strategies to insure uninsured working 
immigrants. As you may be aware, that the majority of California's 7 million uninsured 
population are Ut ino and Asian. We would like to share our plans with you. We are 
addressing these issues through a Blue Ribbon Committee comprised of Congresswoman 
Barbara Lee, former Congressman Norman Mineta, California Health and Human Services 
Secretary Grantland Johnson, San Francisco Foundation CEO Or. Sandra Hernandez McKesson 
Legal Counsel Art Chong and George Washington University Professor Dr. Sara Rosenbaum. 

We will also meet with Ms. Irene Bueno regarding Immigration issues on April 16. I hope your 

^ f / S n f o « ^ S ' ^ . " ' ' ' ' ^ ' ' ^ ^ " ^^^""^"^ '^^"Q/ Community Voices Project Director 
at (blU) 986-6898 if you have comments or questions. 

Sincerely, 

Sherry M. Hirota 
Executive Director 

cc: U.S. Civil Rights Commissioner Yvonne Lee 

Main Off ice 
818 Webster Street 
Oakland, CA 94607-42/0 
Phone 310.986.6830 
FAX 510.386.6830 

Asian Medical Center Clinic 
818 Webster Street 
Oakland. CA 94607-4220 
Phony 510.986.6800 
FAX 510986 6896 

Aduli Medical Sr^ivicos 
ai HOI el Oakland 
275 Foutltienrh .'^rr oni 
Oakland. CA 94612 
Phone 5W 98S.8(m 
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Join iis in th'e beautiful City of Roses for N4As 
24tli Annual .Conference: Trails of Discovery -

, Blazing A'eu;.Fron//ers. With its solid Oregon Trail 
roots, and a culture as ricfi as gold that sets fire to 
its growth; Portland is a.city with a flavor all its own. 

• Come.explore'the unique treasures the city'has to 

offeras we^discuss new ideas and innovations to . 

, prepare for the graying bdorners In the 21st Century 

Conference sessions and workshops wfill explore 
the future !of comrriunity-based.service delivery 
systems, managed care, coalition-building,Title VI, 
grass roots advocacy disability-issues, and , 
resource development. 

We're looking forward to seeing youjso make a trail 
toOregon,July 17-21,1999. 

For more information: 
Call III4A at 202-296-8130 

i.,l,llln,iln,il....ll.,.i„ll.,.lli..nlnll.l.,l.l..l.l..l 
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C H R I S O E N N I N G B S 
O F F I C E OF D O M E S T I C P O L I C Y 3 
OLD E X E C U T I V E O F F I C E BLDG 
1 7 0 0 P E N N S Y L V A N I A AVE NW « 2 1 3 
WASHINGTON DC 2 O O O A 7 O 4 

COME TO OREGON AlilO CELEBRATE THE GREAT NORTHWEST! For visitor information, call 1-87-PORTLANO, or visit the website at www.pova.com 
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Renal Phydclani Association 

-''ibrating 25 Years as 
ivocate for Excellence 
phrology Practice 

President 
ALLEN R. NISSENSON, M.D. 
Los Angeles, California 

President-Elect 
WILLIAM F. OVUEH. M.D. 
Boston, Massachusetts 

SecretaryfTreasurer 
V f̂lLLIAM E. HALEY, M.D. 
Jacksonville, Florida 

Irrxmedlate Past President 
CHAIM CHARYTAN, M.D. 
Flushing, New York 

Board of Directors 
STEVEN R. ALEXANDER, M.D. 
Stanford, California 

CHESTER A. AMEDIA, JR., M.D. 
Youngstown, Ohio 

GEORGE R. ARONOFF, M.D. 
Louisville, Kentucky 

SUSAN BRAY. M.D. 
Philadelphia, Pennsylvania 

PREM K.G. CHANDRAN, M.D. 
Des Moines, Iowa 

JOHN P. DICKMEYER, M.D. 
Lafayette, California 

MOND HAKIM, M.D. 
i|le, Tennessee 

..V S. KLIGER, M.D. 
New Haven, Connecticut 

STEPHEN D. MCMURRAY, M.D. 
Fort Wayne, Indiana 

ROBERT PROVENZANO, M.D., F.A.C.P. 
Detroit, Michigan 

JAMES WEISS, M.D. 
Pittsburgh, Pennsylvania 

Counselors 
MARTIN G. WHITE, M.D. 
Dallas, Texas 

LOUIS H. DIAMOND, M.B., Ch.B. 
Wastiington, DC 

Executive Director 
DALE SINGER, M.H.A. 
Rockville, Maryland 

4701 Randolph Road 

Suite 102 

Rockville, MD 20852 

tei (301)468-3515 

(800) RPA-7525 

,301) 468-3511 

<, ,,iaii rpa@renalmd.org 

March 22, 1999 

Mr. Christopher Jennings 
216 Old Executive Building 
Washington, DC 20502 

Dear Mr. Jennings: 

A recent report from the National Health and Nutrition Examination Survey 
suggests that up to 12 million people in the United States have chronic 
renal disease (CRD). Presently the Health Care Financing Administration 
spends $14 billion annually to care for patients vi/ith end-stage renal 
disease (ESRD) and expenditures are expected to increase due to the 
projected 8% annual grovirth of this patient population. Individuals with 
ESRD comprise only a small percentage of the total population and related 
costs of people with CRD. 

Early detection and treatment of individuals with CRD offers the promise of 
more effective intervention and prevention of ESRD and the other 
complications of CRD while challenging the traditional models of health 
care delivery. A more comprehensive strategy for the prevention, 
detection, evaluation and treatment of CRD is urgently needed to more 
appropriately address the needs of this growing population. This 
population presents challenges and opportunities for all sectors of the 
health care system. 

The Renal Physicians Association, American Society of Nephrology, and 
National Kidney Foundation have joined together to plan a pivotal meeting 
to present opportunities for improving patient outcomes in the growing 
population of individuals who have chronic renal disease. 

We invite you to join us on Monday, May 24, at the Westin Grand 
Hotel, 2350 M Street, NW, in Washington, DC, to learn more about the 
scope of chronic renal disease along with the renal community's proposed 
initiatives to reduce the impact of the disease and delay its progression to 
kidney failure. 

(over) 

Annual Meeting m March 25-28, 2000 m Washington, DC 



Your participation in this meeting and support for one or more of our proposals is critical to 
the future oif the nation's health care policies related to chronic renal disease. A preliminary 
agenda is enclosed for your information. Please return the enclosed registration form to 
confirm your participation in this meeting. If you have any questions, please contact Rob 
Blaser, RPA's Director of Federal Affairs, at 202-261-4551. Thank you in advance for your 
support! 

Sincerely, 

The Chronic Renal Disease Summit Planning Committee: 

Joan Blondin, MD, and Ray Hakim, MD (Renal Physicians Association) 

Andrew Levey, MD, and Roland Blantz, MD (American Society of Nephrology) 

R. Michael Culpepper, MD (National Kidney Foundation) 

Enclosures 



CHRONIC RENAL DISEASE IN THE UNITED STATES: 
CHALLENGES AND OPPORTUNITIES 

Sponsored by the Renal Physicians Association, American Society of Nephrology, and the 
National Kidney Foundation 

May 24, 1999 
The Westin Grand Hotel 

2350 M Street, NW 
Washington, DC 

9:00 am 

9:30 am 

10:10 am 

10:45 am 

The Current Status of Chronic Renal Disease in the US and 
Challenges forthe Future: 
The Nephrologist's Perspective 

End-stage Renal Disease in the US: 
Outcomes and Opportunities for Prevention 
Lessons Learned from the USRDS 

Chronic Renal Insufficiency in the US: 
The Silent Disease 
How Large is the Problem? 

Chronic Renal Insufficiency in Children in 
North America 

Dr. William Bennett 

Dr. Raymond Hakim 

Dr. Andrew Levey 

Dr. Sandra Watkins 

11:15am 

11:50 am 

12:30 pm 

Opportunities for Early Intervention in 
Chronic Renal Insufficiency 

Lunch 
Forum for Idea Exchange 

Dr. Allen Nissenson 

Working Together: Where Do We Begin? Dr. Chaim Charytan 

Selected invitees 

2:00 pm Adjourn 



CHRONIC RENAL DISEASE IN THE UNITED STATES: 
CHALLENGES AND OPPORTUNITIES 

Sponsored by 
The Renal Physicians Association, American Society of Nephrology, and 

The National Kidney Foundation 

May 24, 1999 0 The Westin Washington, DC Hotel 0 2350 IVI Street, NW 

REGISTRATION FORM 

PRINT the information below as you would like it to appear on your badge: 

NAME: Degree: 

(First name or nickname) 

(Last name) 

CITY/STATE: 

Mailing Address 

FULL NAME: 

ORGANIZATION: 

STREET ADDRESS:, 

CITY/STATE: 
(If different than above) 

WORK PHONE: i L 

EMAIL: 

Degree:, 

ZIP: 

FAX:( L 

Please return this form to the RPA office by May 10,1999 
4701 Randolph Road, Suite 102 • Rockville, MD 20852 • Phone: 301-468-3515 • Fax: 301-468-3511 



From: gmu To: Christopher Jennings Date: 3/19/99 Time: 2:32:50 PM Page 2 of 3 

RSVP/or: 
Capital Area Rural Health Roundtable Forum 

Rural Health Workforce Programs: 
Separating Myths from Realities 

'April 15, 1999 • 3:00 PM - 5:00 PM (Reception to follow) • 
RUSSELL SENATE OFFICE BUILDING, ROOM 236 

When you arrive, please register and pick up your badge and packet. 

Since the nation's first attempt to redress major shortages in health care with a supply-side boost in the 
numbers of graduating health professionals, public policy has come a long way in promoting health care 
in underserved communities. The National Health Service Corps, Community Health Centers, Rural 
Health Clinics, enhanced Medicare reimbursements, recognition of mid-level practitioners, 
interdisciplinary rural training programs, and research grants have constituted an almost 30 year effort to 
redirect some of the nation's health care resources to the poor and underserved. However, the legacy of 
that first supply-side strategy was to increase the national dilemma with a surfeit of providers, particularly 
specialists, concentrated in wealthier metropolitan areas. Today's "shortage amid surplus" puts rural 
constituents and policymakers under pressure to assure that programs of support are well targeted and 
effective. This Roundtable will examine the reach, the efficiency, and the synergy (or lack of it) of such 
programs. The impending reauthorization of the National Health Service Corps, and recent attention on 
the J-1 visa program from the Medicare Payment Commission and the Bipartisan Commission on 
Medicare makes this a timely opportunity. 

1- YES, I will attend. 
NO, I will not attend. 

organization will be attending in my place. 

2. Name: 

No, I cannot attend. >\ V) from my 

Organization: 

Phone number: 

Fax number: 

3- Ask Us Your Questions: We would like this session to be as informative to you as possible by 
giving you an opportunity to pose questions you have now before the session. Please indicate your 
question(s) below and the speaker to whom you would like it directed. We will share it with the 
presenter(s) and make sure it is addressed in the Q&A session at the forum: 

Please fax this response to: 703-993-1555, or if busy, to: 703-993-1953. Our phone number is: 
703-993-1907. E-mail responses can be sent to: carh?@gmu. edu 

website:vj-ww.gmu.edu/departments/chp/rhr 
George Mason University, Center for Health Policy & Ethics 
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Rural Health Workforce Programs: 
Separating Myths from Realities 

Date: April 15, 1999 
Time: 3:00 pm to 5:00 pm (reception to follow) 
Place: Russell Senate Office Building, Room 236 

\ 

\ 

Since the nation '.s first attempt to redress 
major shortages in health care with a 
supply-side boost in the numbers of 
graduating health professionals, public 
policy has come a long way in promoting 
health care in underserved communities. 
The National Health Service Corps, 
Community Health Centers, Rural Health 
Clinics, enhanced Medicare 
reimbursements, recognition of mid-level 
practitioners, interdisciplinary rural 
training programs, and research grants 
have constituted an almost 30 year effort 
to redirect some of the nation's health 
care resources to the poor and 
underserved. However, the legacy of that 
first supply-side strategy was to increase 
the national dilemma with a surfeit of 
providers, particularly specialists, 
concentrated in wealthier metropolitan 
areas. Today's "shortage amid surplus " 
puts rural constituents and policymakers 
under pressure to assure that programs 
of support are well targeted and effective. 
This Roundtable will examine the reach, 
the efficiency, and the synergy (or lack of 
it) of such programs. The impending 
reauthorization of the National Health 
Service Corps, and recent attention on 
the J-1 visa program from the Medicare 
Payment Commission and the Bipartisan 
Commission on Medicare makes this a 
timely opportunit)'. 

One Size Doesn't Always Fit All 
Senator Kent Conrad (D-ND) 

Workforce Education and Supply 
Issues 
Vincent C. Rogers, DDS, MPH, Associate 
Administrator for Health Professions, 
Bureau of Health Professions, Health 
Resources and Services Administration 

What We Know (and Don't) About 
Provider Need and Supply 
Tom Ricketts. PhD, Director of the North 
Carolina Rural Health Research Center, 
Chapel Hill, North Carolina 

The Route to More Collaboration 
FredMoskol, Director of the Rui al 
Recruitment & Retention Network and 
Director of the Wisconsin State Office of 
Rural Health 

The National Health Service Corps in 
the 21'' Century 
Don Weaver, MD, Director of the 
National Health Service Corps 

Capital Area Rural Health Roundtable 
George Mason University, Center for Health Policy & Ethics 

www.gmu.edu/departments/chp/rhr 
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FACSIMILE COVER PAGE 
To: Christopher Jennings From: gmu 

Sent: 3/18/99 at 3:15:26 PM Pages: 3 (including Cover) 

Subject: 

! led is an Invitation to the Capital Area Rural Health Roundtable for April 15, 1999. For questions and to 
K^yP, please call Mary Mooney at 703-993-1907. 
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— R. S. V. P. 
New Models for Training Health Care Professionals: 

Exploring Public Policy Options 
•April 28, 1999 • 3:00 PM - 5:00 PM (Reception to follow) • 

Dirksen Senate Office Building Room 106 
When you arrive, please renter andpick upjo7ir badge and packet. 

Changes in the way health professionals are educated are beginning to take place with the 
re-configuration o f the health care delivery system. Decreased hospital-inpatient care and 
increased emphasis on providing care in non-acute settings has created a new 
environment for educating nurses and physicians. Some innovative state and privately-
funded initiatives already a f ford a glimpse o f new training models for graduate medical 
and nursing education ( G M N E ) . These are interdisciplinaty, community-based training 
programs that take the health care provider out to the community where the patients are. 
Such new models complement and enhance the tradition o f hospital training. This forum 
will explore policy options to finance and implement such interdisciplinary, community-
based programs. Panelists wi l l of fer specific policy pcommendat ions for spurring federal 
support. 

1. • YES, I will attend. 

• N O , I will not attend. 

• N O , I cannot attend. 
from my organization will be attending in my place 

Name: 

Organization: _ 

Phone number: 

Fax number: 

3. Ask Us Your Questions: We would like this session to be as informative as possible 
by giving you an opportunity to pose questions now before the session. Please indicate your 
question(s) below and the speaker to whom you would like it directed. We will share it with 
the presenter(s) and make sure it is addressed in the Q & A session at the forum.-

4. Please fax this response to: 703-993-1555, or i f busy, to: 703-993-1953. Our 
phone number is: 703-993-1907. E-mai l responses can be sent to: 
carhT(^gmu.edu website:www.gmu.edu/departments/chp 

George Mason University, Center for Health Policy & Ethics 
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T h e W . K . K e l l o g g F o u n d a t i o n a n d G e o r g e M a s o n U n i v e r s i t y 

C e n t e r for H e a l t h Po l i cy a n d E t h i c s 

Inv i t e y o u to 

New Models for Training Health Care Professionals: 
Exploring Public Policy Options 

• Date: Apri l 28, 1999 • Time: 3:00 P M to 5:00 P M (Reception to follow) • 

Place: Dirksen Senate Office Bui lding Room 106 

Changes in the way health professionals are educated are beginning to take place with the 
re-con figuration o f the health care delivery system. Decreased hospital-inpatient care and 
increased emphasis on providing care in non-acute settings has created a new environment 
for educating nurses and physicians. Some innovative state and privately-funded initiatives 
already afford a glimpse o f new training models for graduate medical and nursing education 
( G M N E ) . These are interdisciplinary, community-based training programs that take the 
health care provider out to the community where the patients are. Such new models 
complement and enhance the tradition o f hospital training. This fo rum wi l l explore policy 
options to, finance and implement such interdisciplinary, community-based programs. 
Panelists wi l l o f fe r specific policy recommendations for spurring federal support for these 
programs. 

• Opening Remarks 

Henrie Tread-well, PhD, Program Director, W.K. Kellogg Foundation 

• Importance of Federal Support for Graduate Medical and Nurs ing Educat ion 

Congressman Bill Thomas (R-CAJ (invited) 

• Current Policy Work on Graduate Medical and Nurs ing Educat ion 

David Fleischer, Office of Senator Bill Frist (R-TN) 

Craig Lisk, staff to the Medicare Payment A.dvisory Commission 

• Panel Discuss ion: Des igning Federal Policy to Support Community Graduate 
Medical and Nurs ing Educat ion 

Doreen C. Harper, PhD, National Coordinator, Community Partnerships-Graduate Nursing 
and Medical Education hiitiative, W.K Kellogg Foundation 

T^ Hefier, Director, Division of Acute Care, Health Care Finannng Admimsiration 

Richard Knapp, PhD, Executive Vice President, Association of ALmerican Medical Colleges 

Polly Bednash, PhD, Executive Director, American ALssociation of Colleges of Nursing 

Barbara Tomar, Senior Associate Director in Policy Development, Abnerican Hospital 
Association 

Janet Coffman, Assistant Director, GME Policy, Pew Health Professions Commission 

Moderator Tim Henderson, National Conference of State Legislatures 
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FAĈ StiVliLE COVER PAGE 
To: Christopher Jennings From: gmu 

Sent: 3/16/99 at 2:08:00 PM Pages: 3 (including Cover) 
Subject: 

*ation to a Capitol Hill Health Policy Roundtable forum: New Models for Training Health Care Professionals: 
loring Public Policy Options 

For questions, please call Jan Bull at (703) 993-1907. 



03-24-99 04:40pm From-AMERI CAN DIETETIC ASSOCIATION 2023710840 T-226 P.02/02 F-196 

U THE AMERICAN DIETETIC ASSOCIATION O ™ O . C L . M E . T . . . S A ^ 
V / / . 0 . n b WEST lACKSON BOULEVARD ,-, ,c c>.r c-rocr-r . ,>. ,T?,.„ '^rrAiKi -•///yi^'O WEST lACKSON BOULEVARD li^iS EYE STREET NW #1250 

CHICAGO, ILLINOIS b0606-6995 WASHINCTO 
•<5) 3)2/899-0040 202/371^500 

216 Old Executive Office Building ^ U-
17 St. & Pennsylvania Ave., NW p/ ^ . S V L J , U , ^ 
Washington, D.C. 20502 \\ ^ ^ t ^ \ 

March 23, 1999 
Chris Jennings 
Deputy Assistant to the President 
For Health Policy Development 
Domestic Policy Council A r 
216 Old Executive Office Building ^ 6- ' 

1 am writmg to request a meeting to discuss coverage for medical nutrition therapy (MNT) /W oJ 
services under Medicare Part B. The ADA is interested in the prospects for including an MNT / ISr̂  
provision in the Medicare refomi proposal said to be under development at the White House. o ^ ' ^ 
Tricia Hollis, ADA's Director of Government Atlairs would join me at this meeting. 

When we met with you in December you indicated the adminislration was withholding any 
specific recommendations on benefit enhancements in deiference to the work of the Medicare 
Commission. As the Commission has not produced a reform plan, we are hopeful that our 
proposal will now receive a fuU vetting and iBvorable consideration as part of any Medicare 
reforms drafted by the administration. 

Legislation to cover MNT obtained 225 House and 23 Senate cosponsors in the 105'" Congress 
An updated version of the bUl was reintroduced last week with 121 original cosponsors in the 
House and 12 in the Senate. We believe this extraordinary level of bipartisan support warrants 
that tliis proposal receive serious consideration within the Administration. 

We understand your schedule is very busy, so we want to provide a range of possible meeting 
dates. Our schedules can accommodate meeting on April l " or 2"^ or any day the week of Aj 
5' We look forward to hearing from you and discussing this important matter. 

Sincerely, 

f Paul T. Kelly 
Senior Federal Lobbyist 

Cc; Tricia Hollis, Director of Government Affairs 



03-24-99 04:40pm From-AMERI CAN DIETETIC ASSOCIATION 2023710840 

THE AMERICAN DIETETIC ASSOCIATION 
^ / / 4 f ^ O 216 WEST JACKSON BOULEVARD 
a ^ O / / CHICAGO, ILUNOIS 60606-699S 

" ^ ^ a > 312/89»O040 

T-226 P.01/02 F-196 

DIVISION OF GOVERNMENT AffAIRS 
I22S EYE STREET. NW »1250 
WASHINGTON, DC 20005 
202/371-0500 

THE AMERICAN DIETETIC ASSOCIATION 
GOVERNMENT AND LEGAL AFFAIRS GROUP 

FAX COVER SHEET 

DATE: 

TO: ^/E(^b5A !IOMb^ 

PHONE#: 

FAX#: 

T^Licy ASM 

FROM: 

PHOI\JE#: 202/371-0500 OR 1-800/877-0877 

FAX#: 202/371-0840 

NUMBER OF PAGES INCLUDING COVER SHEET: 

REMARKS: 



THE WHITE HOUSE 

Christopher C. Jennings 
Deputy Assistant to the President for Health Policy 

216 Old Executive Office Building 
Washington, DC 20502 
phone: (202) 466-6560 

fax: (202) 466-5667 

Facsimile Transmission Cover Sheet 

To: piM^ Horn f\Nf\ ^(^^ . ^^t^ 

Fax Number: (^in) 7^r^-/?^<^/3 

Telephone Number: nr^^- ^/ ,^/ 

Pages (Including Cover): 

Comments: Ij'^^ f'()NJ^.'^^~\r/6/O /^-rhA^l^c) 

FROM: Teresa Jones 

TELEPHONE NUMBER:(202) 456-5594 FAX NUMBER: (202) 456-5557 



BREAKFAST BRIEFING 

NATIONAL 
HEALTH 

COUNCIL 
T h e Future of the NIH Budget -Doubl ingEf for t 

A Breakfast Briefing with 
Representative John Porter (R-IL) 

The Washington Court Hotel 
Ballroom 2 

525 New Jersey Avenue, NW 
Washington, DC 20001 

Wednesday, April 14,1999 
8:30 AM to 9:30 AM 

Last year NIH received a historic 15% increase in funding-the first step 
in doublingtheNIHbudgetby2003. WilltheCongressprovideNIH 
with a second 15% increase for FY 2000? Can the NIH budget be 
doubled without sacrificing other important programs? 

For answers to these important questions, please join us to hear from Rep 
John Porter (R-IL), Chair, House Labor, Health and Human Services and 
Education Appropriations Subcommittee. 

Registrations and cancellations must be received by noon, Monday, April 12,1999 Registrants 
canceling after the deadline will not receive reftinds and will be responsible for any unpaid fees Checks 
should be made payable to the National Health Council. 

Sponsored by an educational grant from Juvenile Diabetes Foundation International. 

Kx^(202l785^5^92T^' ^^o"""'; ^730 M Street, NW, Suite 500; Washington, DC 20036 

Name 
P O R T E R B R E A K F A S T B R I E F I N G 

Title 

Organization 

Address 

(as you wish it to appear on your badge) 

City, State, Zip 

Phone ( Fax( J 
_MEMBER ($20-one free registration per member organization) _NON-MEMBER (S30 enclosed) 

n ^ i i i - ^ . ^ ^ • Please send me membership information 
• CHECK • MasterCard • Amex • Visa 

Card Number 

CardholderName 

Expiration Date 

Signature 

1730 M Street, NW • Suite 500 • Washington, DC 20036-4505 
(202) 785-3910 • FAX (202) 785-5923 

E-MAIL: info@nhcouncil.org 



NATIONAL HEALTH COUNCIL 
1730 M Street, NW • Suite 500 • Washington, DC 20036-4505 

, „ „ , / H METER 45fiSiJ?:-. 

Chris Jennings 
Special Assistant to the President 
The White House 
1600 Pennsylvania Avenue 
Washington DC 20036 
|,.(,IiI..<SI Ill..llla<l>l»l 
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IVES'CLUB HEALT 

2897 Saw Mill Road, Wantagh, New York 11793 Tel:(516)221-5277 

i Arthur Stern > 
I Daniel Powers 
; Ilajold A. Schneider 
i Elliol J. Simon 

Fredric P. Hans 
I Arnold A. Feinstein ^ 
j Henry 01:ihin 
! John E, Bsiei' 
1 Sicvcn W. Miner. * 
i Murray Rimmer A 
1 Henry R. Karpe 
i Mark A, Margtxlies 
i Michael S, Fassler 
, Joan Canicra. 
j David Fridkin 

Ch<irlotle K^ilmuji Kiirpe 

1 1998-2000 
\ 
\ cvvv.v.'.i^.i.-
i i X l C "! i\'K I-'.'.) Mr.') 
i PmsiderU 
I Larry 1. Slatky 
1 Via: Presidents 
\ Eric KalL 
! Ma.>dne Simon 
I 
I Corrtsptftuiinff .Secretcny 
! Smart AJmcr 

Bryan Werner* 
; liecording Sscretary 
1 Fred Horen 
•; Jodee Meddy* 

nncth Koval 
.loshana Garber* 

j Memlcn at Large 
I Barry Ceier 
; Adiun Wcinsicin 

Bryan Werner 

I 
(..i l. 'JK:'l:K-(jN^ 

Arrangements 
Jeaneue Periinan 

ConjiUCulian Cf Bylaivx 
Maxine Simon 

Educuiwri uTt LucaU(m 
Cliarloiie KAlmus E<upe 

Mirmhership 
Stephen Adler 

Placement 
Joan Camera 

Program 
Clari Gilbert 

I\ihlic /ielatiom 
David Fridkin 

Social 
Jodee Meddy 

Stem Memorial Lecture 
Henry R. Karpe 

'iunskine 
'loshana Garber 

AABOciaie OfEiccrg 

March 30, 1999 
Co (.^c/t^ 

Chris Jennings (p^z-f- p^fc^x-c 
Deputy Assistant to the President, for Health Policy 

via facsimile - (202) 456-5557 , 

Dear Mr. Jennings 

As discussed with your secretary, Therese Jones, T had been referred to you by 
HoAvard Bedlin with regard to your availability to serve as our keynote speaker 
at our annual Stem Memorial Lecture, to be held the evening of Tuesday. April 
20, 1999. 

The event is co-sponsored by The Joint Industry Board of the Electrical 
Industry, (Local 3 IBEW), and will be held at their headquarters building on 
Parsons Boulevard and harry Van Arsdale Avenue, in Flushing. 

The Heahhcare Executives' Club is an affiliate organization of the Aroerican 
College of Healthcare Executives, and our membership includes management 
and administrative personnel in public and voluntary organizations in the New 
York City area, in hospitals, nursing homes, education, etc. 

• 
The Stem Lecture is attended by some 120 people, and is named in memory of 
our first president. The evening event begins with an informal cocktail party at 
6 PM, a gourmet buffet at 6:45, and progiam at 7:30. We would ask that you 
speak for some half hour on the subject of the "Administration's Healthcare 
Initiatives for the Next Two Years", or such other topic as you would deem 
appropriate. 

Thank you for your involvement, and we look forward to hearing from you. I 
may be contacted by phone at (516) 221-KARP (5277); by fax (516) 
221-5279; or by e-mail at BCARPEONCAL@A0L.COM, or I will call you 
early next week. 

Sincerely,-

^4 \ 
Henry R. Karpe, M.S., FACHE 
Chair, Stem Memorial Lecture 
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FAX * 
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FROM: 
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COMMENTS: 
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Council oin tfiie 
îk. Economise Impact of 

Stuart H.AllmanJ^ff.D. 
liramlcis j^iversity 

Chair 

Healthi System Change David Sh: lian.MI'A.MDA 
Piajeci Director 

ECONOMISTS 

Henry Aaron, Ph.D. 
Vie Itrnokiiigs Institutim 

Karen Davis, Ph.D. 
The Gwimonwcnith I'liilcl 

Paul aCinsbiirg,Ph.D 
Or /or Stiiilyinf; llenllli System Oig. 

Michael 1. Graetz,l..!„B. 
Yale University 

Ijiwreiice i{. Klein, Ph.D. 
University of Pctinsylviiitin 

luililh R. Lave, Ph.D. 
University of Pitlshiirf)i 

Harold S.Lufl,Ph.D 
University of Oilifornia at S.I! 

lo.seph PNewhonse.I'li.D. 
fltirvard University 

Mark V. Pauly, Ph.D. 
University of Pennsyivnititt 

Uwe li.Ueinhardi, Ph.D 
Princeton University 

Kobcrl D. Reischauer, Ph.D 
Vie Itrooltiiigs Institution 

Robert M.Solow.Ph.n 
Moss. Institute ofTeclinology 

HiirlonVVeisbrod.Ph.D 
^ Northwestern University 

Gail H. Wilensky, Ph.D 
Project Hope 

H E A a H & INDUSTRY 

Joyce C. Clifford, Ph.D, K.N. 
Ikih tsmet Oenconess Metlicoi Center 

Douglas A. I'rascr 
Wayne State University 

lames Mongan, M.D. 
Massachusetts General Hospital 

Woodrow A. Myers,)r., M.D. 
I'oril Motor Cotnpaity 

Patricia Nazemclz 
AVm.v Corporation 

William l..lloper,M.D,M.Pll. 
University of North Qtrolina 

Charles Sanders, M.D. 
Relital Omiiinan & CLQ Claxo, Inc. 

Leonard D.Schacffcr 
WellPoint Health Networks he. 

Gail I,. Warden 
Iknry I'vril Health System 

Anthony L. Watson 
Health InsimmcePliiiiofCieiiierNY 

CONSUmNT 
Kenneth I!.Thorpe, Ph.D 

Tnlane University 

March 29, 1999 

Christopiher Jennings 
Domestic Policy Council 
1700 Pennsylvania Avenue 
Washin];5ton, DC 20502 

k. 

Dear Chris: KAJ 
j k ^ M r t > ^ 

I would like to exiend an invitation to you to attend the sixth Princeton Conference, to be 
held from the evening of April 29th through May 1st on the campus of Princeton University. 
The conference is co-hosted by the Council on the Economic Impact of Health System 
Change and Dr. Uwe Reinhardt and is sponsored by the Robert Wood Johnson Foundation. 
The title of this year's conference is: 

FINANCING LONG-TERM CARE: POLICY OPTIONS AND THEIR ECONOMIC IMPACT 

A number of factors, including the aging of the U.S. population, changes in medical 
capabilities and practice pattems, and evolving social norms, are placing increased pressure 
on our long-term care financing infrastmcture. Although policy makers have recognized the 
need for wider access to long-term care, it has rarely reached the top of the public policy 
agenda. 

At|the conference, we will conduct a non-partisan dialogue among all participants to explore 
new models for long-term care financing. The conference is stmctured to maximize dis­
cussion and debate among speakers and invited guests. A wide range of perspectives will be 
presented by policy analysts, economists, academics, consumer advocates, and repre-
seritativcs of govemment and industry. 

This is an invitational conference and, as such, there are no conference fees. We will 
reimburse you for all travel, food, and lodging expenses that you incur. In accordance with 
the; mles regiirding financial disclosure of gifts, govemment employees must obtain the 
required written authorization as specified under current law. You will find a preliminary 
agenda ;imd reply card enclosed. Please respond at your earliest convenience, even if you 
cannot attend, as we will use your reply to maintain our invitation list. If you plan to attend, 
please si;cure your lodging reservations from the limited number of rooms we have blocked 
off at the Hyatt Regency Princeton (see enclosed agenda). Further information will be 
forthcoming upon our receipt of a positive reply. 

r 
Th|e President's recent long-term care initiative has focused attention on this important issue. 
I am pleased that we have been able to put together a comprehensive program that should be 
well tin:ied to contribute to the impending national dialogue. I hope you will be able to 
participate. 

Sincere 

art H. Altman 

The Coiiticil is supported by ii grant from 'i-he Robert Wood Johnson Foundation and is administered by The Institute for Health Policy 
Ihe Heller School, Brandeis University, MS-035,Waithani,Massachusetts,02454-9110 • Tel: (781) 736-3807 • Fax: (781) 736-3905 • http://ihp.brandcis.edu/council 
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Marck 12, 1999 

Tke Hotiorakle Ckristopker jomiiiigs 

Deputy AssiBtanl to tkc PrefliJcnt for 

Heal lk Poiioy Development 

o f f i c e of Pokey Developmenl 

Exct:utivtj O f f i c u of tkc President 

1600 Pennsylvania Ave., N W 

Wasli i i igton, D .C . 20500 

Dear M r . Jennings: 

As President of tke American Society of Plastic and Reconstrttctive Surgeons 

(ASPRS), I am pleased to invite you to ke our keynote lunckcoti apealcer at tke 

A S P R S amiual Waskington Legislative Conference on Monday, A p r i l 19, 

1999. 

As you know, A S P R S represents nearly 5,000 (97%) of tke koard certified 

plastic surgeons in tke United States. Tke Waskingtt)n Legislative Coikference 

krings togetkor t o t k local and national A S P R S leaders f r o m aeroBS tke 

cotmtry. We expect 3 0 to 50 attendees at tkis year's Conference. 

Our mcuikcrs are most interested i n aiad concerned akout a numker of issues 

ciuTcnlly tcing discussed i n Waskington, including managed care and patient 

protectiiins, mandated coverage proposals, and tke expansion and solvency of 

tlic Medicare program. As a key advisor to tke President, you are i n an ideal 

position to discuss tke Administration's agenda for tke future of keaitk care. 

Tke Conference will ke keld kere i n Waskington, D . C , on Monday, A p r i l 19, 

1999 at tke Loews L 'Enfant Plaza Hotel , 480 L 'Enfant Plaza, S W . O u r 

program presently oalJs for you to speak kegimiing at 12:30 p.m., concluding 

witk a question and answer session no later tkan 1:30 p .m. Your remarks wi l l 

ke preceded ky lunck at 12:00 noon, i f your sckedule allows, we woidd ke 

dekgkled t o kave you also join us for lunck. 

2 0 - c l Z . 8 9 0 Q 8 Z . Z O Z ^ o u u o o , 0 ' 2 ^ i - « s > l d i ^ ^ - Z . O 6 6 - 2 T - " « e w 



I kojic you wi l l ke aklo to accept our invitation t<y jo in us fc>r lunck and to ke 

our keynote speaker. Please contact Mark Crikken i n our Waskington office 

(202/223-6222) if you liave any questions or need additional informat ion. 

Sincerely, 

Patd L . Scknur, M . D . 

President 
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panelists 

Ambassador & Alternate Representative 
of the Dominican Republic to the U N 

TioUit AI. 'Buder, /hr^ 
President & Founder 

International Longevity Center 

/ K a t t a jZaiiaeckeA de "^leL 
First Lady of Chile 

Director, AARP Andms Foundation 

Assistant Secretary for Aging 
US Department of Health and Human Services 

' ^ e t t i WetLe, ^ k 7 ^ 
Deputy Director, National Institute on Aging 

in conjunction with the 

Pan American Health Organization 
U.S. Department of Health & Human Services 

Centers for Disease C6ntroi and Prevention 
The Robert Wood Johnson Foundation 

and the 1999 World Health Day Advisory Committee 

C^otdiaUif invites ifou to attend 
tke Launckin^ out ^999 initiative 

"Heal thy Aging , H e a l t h y L i v i n g — S T A R T N O W ! " 
in observance XOozLd <Heattk "T^aif 7999 

TOednesdaif, /\ptLt J , 7999 ~ 9*00 A.m. to 12:00 p.n\. 

with keynote speaker 

"T^avU Satcket, / K ^ ^ r ^1x7^ 
United States Surgeon General & Assistant Secretary for Health 

Followed by a discussion with leading experts 
in the field of aging 

The program will be held at the 

^^AH y^mctLcAH <H.e.Aitk Ot^AnLzAtion 

525 23rd Street, NW • Washington, DC 20037 

Please R.S.V.P. by Friday, April 2,1999 to 202-466-5883 



The 1 9 9 9 W o r l d Heal th D a y A d v i s o r y Commit tee 
American Association for t3eriatric Psychiatry 

American Association for World Health 
American Association of Homes & Services for the Aging 

American Association of Retired Persons 
American Diabetes Association 
American Nurses Association 

American Occupational Therapy Association 
American Physical Therapy Association 

American Society on Aging 
Association of Schools of PuBlic nealth 

Catholic Health Association 
Centers for Disease Control and Prevention 

The Gerontological Society of America 
Harvard School of Public Health 

Health Core Financing Administration 
Health Resources & Services Administration 

Howard University 
International Association of Homes & Services for the Aging 

Institute of Medicine 
International Longevity Center 
Jewish Council for the Aaing 

Meals on Wheels Association or America 
National Association of Area Agencies on Aging 

National Association of Hispanic Elderly 
National Association of Local Boards of Health 

National Association of Meal Programs 
National Association of Social Workers 

Notional Association of State Units on Aging 
National Caucus & Center on Black Aged 

National Coalition of Hispanic Health & Human Services Organizations 
National Committee to Preserve Social Security and Medicare 

National Council of Senior Citizens 
Notional Council on Aging 

National Council on Churches 
National Hispanic Council on Aging 

National Institute on Aging, National Institutes for Health 
National Osteoporosis Foundation 
Notional Rural Health Association 

National Senior Gomes-Senior Olympics 
Older Women's League 

Pan American Health Organization 
President's Council on Physical Fitness and Sports 

Retirement Research Foundation 
Society for Public Health Education 

US Administration on Aging 
US. Conference of Mayors 

US Department of Health & Human Services 
US Department of Labor 

US Department of Veterans Affairs 
World Health Organization 
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Worfd Health Day - April 7, 1999 

axe coidLattif invited . . . 



Conrad L. Giles, MD. President 
Jay Yoskowilz, Executive Vice President 

COUNCIL OF JEWISH FEDERATIONS 

WASHINGTON A C T I O N OFFICE 

1700 K St., N.W. • Suite 1150/• Washington, DC 20006 
Diana Aviv, Senior Assgfblale Executive Vice President, PublicPolicy 

Director, Washington Action Office 

March 12, 1999 

Mr. Christopher C. Jennings 
Deputy Assistant to the President 
Domestic Policy Council 
216 OEOB 
Washington, DC 20500 

Dear Mr. Jennings: \ - ^ -.N-

On behalf of the Jewish Federation system, I am writing to invite yVi to address the 1999 UJA 
Federations of North America Washington Leadership Summit on Tuesday, April 13,1999, *̂  
between 4:00 and 6:00 pm at the Grand Hyatt Hotel, Vice President Gore has agreed to keynote 
this session. My hope is that you will also be joined in this session by Kevin Thurm, Deputy 
Secretary of the Department of Health and Human Services, Michael Deich, Associate Director 
for General Government and Finance at OMB, and Dr. Eric Schwartz, Senior Director for 
Democracy, Human Rights & Humanitarian Affairs at the NSC. 

The Summit will be a historic event. The merger between the Council of Jewish Federations, 
United Jewish Appeal and United Israel Appeal will be ratified shortly so this will be the first 
Washington Leadership Summit of our new combined national entity. 

As you may know, UJA Federations of North America (the partnership between the Council of 
Jewish Federations, United Jewish Appeal, and United Israel Appeal) is a national organization 
representing 189 local Jewish Federations that raises and distributes substantial fijnds to support 
its health and welfare programs. It serves as the central planning and coordinating organization 
for Jewish health and social services in approximately 800 municipalities throughout the United 
States and Canada, This network embraces more than 6.1 million Jews and provides vital 
assistance to the Jewish community as well as to many individuals in the general community. The 
leadership of our Federations includes virtually all the major Jewish figures in the United States. 

This Administration has fought to make health care more affordable and accessible for consumers, 
while at the same time allowing providers who participate in public programs a fair 
reimbursement. We believe that this mission will provide a prime opportunity to discuss the 
Administration's agenda in this regard, including its recent proposals in the area of Medicare 
home health care. It would permit some of the most prominent members of the American Jewish 
community to hear your thoughts regarding the Administration's proposal to provide some relief 
for family members and others who care for elderly people living in the community. We are also 

(202)785-5900 • Fax:(202)7854937 • www.cjfny.org/dc 



interested in your thoughts about reauthorization of the Older Americans Act and the 
Administration's Patient's Bill of Rights. 

We will contact your office in the near fiiture to follow-up on this request. If you have any 
questions, please do hesitate to have your staff contact our national Legislative Director, Jeff 
Lande, at (202) 736-5864. 

Thank you. 

Sincerely, 

r 
Diana Aviv 
Senior Associate Executive Vice President for Public Policy 

cc: Lynn Lyss, Washington Leadership Summit Chair, St. Louis 
Ted Benard-Cutler, Washington Leadership Summit Vice Chair, Boston 



COUNCIL OF JEWISH FEDERATIONS 
WASHINGTON A C T I O N OFFICE 

1700 K St., N.W. • Suite 1150 • Washington, DC 20006 
Diana Aviv, Senior Associate Executive Vice President, Public Policy 

ConradL. Giles.MD.President ^^'"^'"S'on Action Office 
Jay Yoskowilr, Executive Vice President 

March 10, 1999 

Mr. Chris Jennings 
Deputy Assistant to the President for Health Policy Development 
Office of Policy Development 
Executive Office of the President 
1600 Pennsylvania Avenue, NW, 216 OEOB 
Washington, DC 20500 

Dear Mr. Jennings: 

On behalf of UJA Federations of North America, it is my pleasure to invite you to join us at the 
opening reception of our 1999 Washington Leadership Summit. The reception will be held on 
Tuesday, April 13, from 6:45 - 8:00 p.m. in room 902 SHOB. You will be introduced upon your 
arrival and have the opportunity to make a few brief remarks if you would like. 

The Summit will be a historic event. The merger between the Council of Jewish Federations, 
United Jewish Appeal and United Israel Appeal will be ratified shortly so this will be the first 
Washington Leadership Summit of our new combined national entity. Your address would be a 
highlight of the Summit and would provide our lay community with an understanding of the 
Washington political environment. The Summit will be attended by several hundred of the most 
prominent leaders of the United Jewish Appeal (UJA), Council of Jewish Federations (CJF) and 
United Israel Appeal (UIA). 

As you may know, UJA Federations of North America (the partnership between the Council of 
Jewish Federations, United Jewish Appeal, and United Israel Appeal) is the national organization 
representing the 189 local Jewish Federations nationwide that serves as the central planning and 
coordinating organization in approximately 800 municipalities throughout the United States and 
Canada. This network embraces more than 6.1 million Jews and provides assistance to the 
members of the Jewish community in the United States, Israel and aborad as well as to many 
individuals in the general community. The leadership of our system includes virtually all the major 
Jewish figures in the United States. 

We will contact your scheduler in the near future to follow-up on this request. If you have any 
questions, please do hesitate to have your staff contact Jeff Lande, Legislative Director for UJA 
Federations of North America, at (202) 736-5864. 

Diana Aviv 
Senior Associate Executive Vice President for Public Policy 

(202)785-5900 • Fax:(202)7854937 • www.cjfny.org/dc 
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MILLER, ZEICHIK 

AND ASSOCIATES, INC. 

PFIZER, INC. 

TIME WARNER 

AIDS PROJECT LOS ANGELES 

AMERICAN AIRLINES 

GAY MEN'S HEALTH CRISIS 

DAVID GEFFEN 

HOFFMAN-LA ROCHE 

HOME BOX OFFICE 

NATIONAL EDUCATION ASSOCIATION, 

HEALTH INFORMATION NETWORK 

OGILVY PUBLIC RELATIONS 

WORLDWIDE 

POWELL, GOLDSTEIN, FRAZER 

& MURPHY, L , L , P 

HENRY VAN AMERINGEN 

WHITMAN-WALKER CLINIC, INC. 

GEXECUHVEaOST-COIVlMITTEES) 
RONALD M , ANSIN 

ANDREW E. BARRER 

& PETER H , BALLINGER 

MIKE BENTO 

MICHAEL & CAROL BERMAN 

ELIZABETH BIRCH & HILARY ROSEN 

TIMOTHY A, BOGGS 

& JAMES SCHWARTZ 

STEPHEN A, BOUCHARD 

E, BLAKE BYRNE 

WES COMBS & GREG ALBRIGHT 

JAMIE FOX 

JOHN M , GONZALEZ 

BILL & RoBiE HARRIS 

BEN HARRIS 

DAVID HARRIS 

THOMAS HEALY & FRED HOCHBERG 

RAJIV MALHOTRA 

JOHN MARTENS 

CAROL MELTON & JOE HASSETT 

CRAIG R, MILLER 

FREDERICK L. MILLER 

& BRIAN MANUEL 

JOHN PETER OLINGER 

ROBERTO POSADA 

& JONATHAN LEWIS 

JON M . RUBIN 

TODD MILES RUBIN 

G, WAYNE SMITH 

& DONALD P. SCHIMANSKI 

WINNIE STACHELBERG 

& ViCKi PHILLIPS 

GARY TEIXEIRA 

JOHN SIDNEY TRAHAN 

DAVID D, WEXLER 

& DAVID L , BECKERMAN 

DONNA L. WILSON 

& LAURIE R. LEVIN 

BOB WITECK & BOB CONNELLY 

WiTECK'CoMBS COMMUNICATIONS 

CHRISTOPHER WOLF & JAMES SELLER 

GH0ST;C0MMrn:EE3 
CHARLES ALBRECHT, 

TAMW AIDS NetvroRK 

JOHN L. BARNES, AIDS Numnon 

SERVICE ALLIANCE 

BRIAN BONO, THE Vicrom Fum 

TONY BRASWELL, A ID ArtmrA 

DAN BRENNER 

ERROL CHIN-LOY, 

NEW YORK PuNNirK COUNCIL 

COALITION OF LABOR UNION WOMEN 

RITCH COLBERT, 

AIDS PROJECT LOS ANCELES 

A, GENE COPELLO, D, DIV. M.S,, 

NORTHEAST FLORIDA AIDS NETKORK 

SUE CRUMPTON, 

NEBRASKA AIDS PROJECT 

OSCAR DE LA 0, BIENESTAR 

HUMAN SERVICES, INC. 

THE HONORABLE RONALD V, DELLUMS 

SHAUNA DUNN, NO/AIDS TASK FORCE 

LuiGI FERRER, FLORIDA AIDS 

ACTION COUNCIL 

JAY FISETTE 

LINDA FRANK, PH,D,, 

AIDS EDUCATION TRAINING CENTERS 

MIKE GIFFORD, AIDS RESOURCE CENTER 

OF WISCONSIN 

ROBERT GREENWALD, 

>1/DS ACTION COMMITTEE 

DAVID C, HARVEY, AIDS POLICY CENTER 

FOR CHILDREN. YOUTH & FAMILIES 

PATRICIA HAWKINS, PH,D,, 

WHITMAN-WALKER CUNIC, INC. 

RAVINIA HAYES-COZIER, 

HARLEM DIRECTORS GROUP 

BARBARA HUGHES, TREATMENT 

ACTION GROUP 

ANDY ILVES, THE NAMES PROJECT 

FOUNDATION 

MICHAEL T ISBELL 

RONALD JOHNSON, GAY MEN'S HEALTH CRISIS 

ROBERT J. KABEL 

PAUL KAWATA, NATIONAL MINORITY 

AIDS COUNCIL 

WILLIAM R, KERSTEN, 

BERING OMEGA COMMUNITY SERVICES 

JOAN LAWRENCE, AIDS PROJECT OF 

CENTRAL torn 

MIKE MCKAY, AIDS OUTREACH CENTER 

ANGELA MORA, AMIGOS VOLUNTEERS 

IN EDUCATION SERVICES 

TOM PETERSON, 

ORANGE COUNTY HIV PLANNING COUNCIL 

BRUCE RASHBAUM, M,D, 

CARL SCHMID 

VICTORIA L, SHARP, M,D, 

CRAIG SHNIDERMAN, FOOD i FRIENDS 

RICK SICLARI, CARE RESOURCE, 

SOUTH FLORIDA 

JANE SILVER, AMFAR 

GLORIA SMITH, COLUMBUS AIDS TASK FORCE 

JEFF SOREF 

DACE STONE 

TERRY STONE, NORTHWEST AIDS 

FOUNDATION 

LORRAINE TEEL, MINNESOTA AIDS PROJECT 

CRAIG THOMPSON, 

AIDS PROJECT LOS ANGELES 

STEVE TOWNLEV, OHIO AIDS COALITION 

THE XCHANGE POINT 

CDCrADV,0CATES3 
ANDREW E, BARRER 

& PETER H . BALLINGER 

MIKE BENTO 

MICHAEL & CAROL BERMAN 

TIMOTHY A. BOGGS 

& JAMES SCHWARTZ 

STEPHEN A. BOUCHARD 

BERT CARP 

DAVID JOHNSON & PAT GRIFFIN 

PAUL P MASSA 

FREDERICK L. MILLER 

& BRIAN MANUEL 

JON M , RUBIN 

JOHN SCHAPPI 

RICHARD G . SCOBEY 

& BRUCE RAGSDALE 

G, WAYNE SMITH 

& DONALD P, SCHIMANSKI 

PETERS D, WILLSON 

CHRISTOPHER WOLF & JAMES BELLER 

The Board of Directors of AIDS Ai^ion Foundation j^2J^-Xi-ft-<»-«-J?' 

Daniel Zingale, Executive l^ector 

Timothy A. Boggs, Event Chair^ 

and V 

"ikive !f rector 

cordially invite you to honor th n999 National Leadership Award recipTem! 

ROSIE PEREZ 

Public Service 

AIDS ACTION 
FOU NDATION. 

THE CONGRESSIONAL BLACK CAUCUS 
Public Policy 

THE HONORABLE JAMES M. JEFFORDS (R-VT) 
Public Policy 

STARBUCKS COFFEE COMPANY 
Community Service 

JEANNE WHITE 

Pedro Zamora Memorial Award for Youth Advocacy 

Monday, April 5, 1999 

The Lansburgh Theatre 
450 Seventh Street NW 
Washington, DC 

6:30pm Reception 

7:30pm Awards Ceremony 

8:30pm Buffet Dinner 

Business attire. In-building parking available. 
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WASHINGTON, D.C. 

APRIL 5, 1999 



I would like to resen/e tickets in the following category: ' 
O Executive Host Committee (2 ticl<et5 at $250 each 
O Host Committee 2 tickets at $150 each 
O Individual Tickets tickets at $150 each 

O I cannot attend but would like to contribute $_ 
to support the work of AIDS Action. 

Check enclosed for $ . 
Please make checks payable to AIDS Action Foundation. 

Please charge $ . O Mastercard O Visa 

card number 

expiration date 

signature 

Name: 

Address: 

City/State/Zip: 

Phone: 

For more information please call Dana Myers at 202.986.1300 x3060. 

AIDS Action estimates the fair marl̂ et value of tfie event to be $50, All contri­
butions above this amount are tax deductible to the extent allowed by lav̂ . 
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Honorary Host Committee 

MEMBERS OF THE U.S. SENATE 

JOHN BREAUX 

JOHN H. CHAFEE 

THAD COCHRAN 

lott DASCHLE 

DIANNE FEINSTEIN 

Toî  HARKIN 

JAMES M. JEFFORDS 

TIM JOHNSON 

EDWARD M, KENNEDY 

BOB KERREY 

JOHN F. KERRY 

MARY LANDRIEU 

CARL LEVIN 

JOSEPH LIEBERMAN 

CONNIE MACK 

BARBARA A. MIKULSKI 

PATTY MURRAY 

CHARLES S, ROBB 

PAUL SARBANES 

ROBERT TORRICELU 

MEMBERS OF THE U.S. 
HOUSE OF REPRESENTATIVES 

NEIL ABERCROMBIE 

GARY L, ACKERMAN 

TOM ALLEN 

TAMMY BALDWIN 

XAVIER BECERRA 

HOWARD L. BERMAN 

BRIAN P. BILBRAY 

SHERWOOD BOEHLERT 

DAVID E. BONIOR 

ROBERT A. BORSKI 

CORRINE BROWN . 

SHERROD BROWN 

BENJAMIN L. CARDIN 

DONNA M, CHRISTIAN-CHRISTENSEN 

BOB CLEMENT 

BUD CRAMER 

DANNY K. DAVIS 

WILLIAM DELAHUNT 

ROSA L. DELAURO 

PETER DEUTSCH 

ELIOT L. ENGEL 

BOB FILNER 

MARK FOLEY 

MICHAEL P. FORBES 

MARTIN FROST 

SAM GEJDENSON 

RICHARD GEPHARDT 

CHARLES A. GONZALEZ 

JIM GREENWOOD 

DAVID L. HOBSON 

RUSH HOLT 

STEPHEN HORN 

STENY H. HOYER 

JESSE L. JACKSON, JR. 

NANCY L, JOHNSON 

STEPHANIE TUBBS JONES 

SUE W, KELLY 

PATRICK J. KENNEDY 

RON KIND 

JIM KQLBE 

NICK LAMPSON 

TOM LANTOS 

RICK LAZIO 

BARBARA LEE 

SANDER M. LEVIN 

JOHN LEWIS 

WILLIAM 0. LIPINSKI 

ZOE LOfGREN 

CAROLYN B. MALONEY 

MATTHEW G. MARTINEZ 

JIM MCDERMOTT 

JIM MCGOVERN 

MARTY MEEHAN 

CARRIE P. MEEK 

ROBERT MENENDEZ 

JUANITA MILLENDER-MCDONALD 

GEORGE MILLER 

PATSY T, MINK 

JIM MORAN 

CONNIE MORELLA 

RICHARD E, NEAL 

ELEANOR HOLMES NORTON 

ED PASTOR 

NANCY PELOSI 

JOHN EDWARD PORTER 

LYNN N. RIVERS 

CARLOS ROMERO-BARCELO 

STEVEN R. ROTHMAN 

LUCILLE ROYBAL-ALLARD 

MARTIN OLAV SABO 

LORETTA SANCHEZ 

BERNARD SANDERS 

MAX SANDLIN 

JAN SCHAKOWSKY 

JOSE SERRANO 

CHRISTOPHER SHAYS 

JOHN M, SPRATT, JR, 

PETE STARK 

NYDIA M, VELAZQUEZ 

MELVIN L. WATT 

HENRY A, WAXMAN 
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AHCA 
American Health Care Association 

1201 L Street, NW 
shington, DC 20005-4014 

202 842-4444 
FAX: 202 842-3860 

' Celebrating 
Service 

WWW.AHCA.ORG 

Dan Mosca 
CHAIR 

Gerald BaKer 
FIRSrviCE CHAIR 

Blaine Hendrickson 
SECRETARY 

Mary Ousley 
TREASURER 

Dale Thompson 
IMMEDIATE PAST CHAIR 

Steven Chies 
IND[EPENDEWT OWNER 

VICE CHAIR 

Philip Caldwell 
REGIONAL MULTIFACILITY 

VICE CHAIR 

Stephen Guillard 
NATIONAL MULTIFACILirV 

VICE CHAIR 

Dennis Anderson 
NONPROPRIETARY 

VICE CHAIR 

Betly Conard 
ASSISTED LIVING 

VICE CHAIR 

Michael Massey 
CHAIR-COUNCIL OF 

REGIONAL VICE CHAIRS 

Shelly Peterson 
PRESIDENT OP ASHCAE 

Paul R. Willging. PhD 
PRESIDENT 

March 8, 1999 

Chris Jennings 
Deputy Assistant to the President for Health Policy 
Old Executive Office Building #216 
1700 Pennsylvania Avenue, NW 
Washington, DC 20502 

Writers Telephone: 202-898-2858 

Writer's E-mail: byarwood@ahca,org 

Dear Mr. Jennings: 

On behalf of the American Health Care Association (AHCA) Board of Directors, I would 
like to invite you to speak at our Board Meeting on the morning of Wednesday, April 7, 
1999 at the Hyatt Regency in Crystal City,VA. As you may know, AHCA is a federation 
of 50 affiliated state associations representing 12,000 non-profit and for-profit nursing 
facilities, assisted living facilities and subacute providers nationwide. 

During the meeting, we will discuss critical issues impacting the long term care industry 
in Fiscal Year 2000. As Health Policy Advisor to President Clinton, we believe your 
remarks will provide unique insights into long term care provisions in the President's 
Budget as well as the future of health policy in Washington. In addition, you will have 
the opportunity to meet 150 health care providers from across the nation. 

We hope that your schedule will permit you to speak. As always, we will be flexible in 
accommodating your needs. We are happy to provide you with any additional 
information you may need. Please feel free to contact me at the above number. 

Sincerely, 

Bruce Yarwood 
Legislative Counsel 

THE AMERICAN HEALTH CAHE ASSOCIATION IS A FEDERATION OF 50 AFFILIATED ASSOCIATIONS. REPRESENTING 12,000 NON-PROFIT AND FOR-PROFIT 
- ASSISTED LIVING. NURSING FACILITY AND SUBACUTE PROVIDERS NATIONALLY. 



.Imcrnpiional Vcar ol" Oldor, Persons 1999 

INTIBNATIONAL ASSOCIATION OF HOMES AND SiRVICiS FOR THE AGEIN© 
, in collaboration with '., 

THE AMERICAN MEDICAL DIRECTORS ASSOCIATION 
. presents ^ 

lAHSA's Third International Conference 

AQEIMQ SOCIETIES IN A MEW Mltl̂ EMNlUM: 
Global Trends in Care and S r̂uicê ^^ 

June e7-3Qrl999 

Hilton Hawaiian Village, Honolulu, Hawaii 

Your premier opportunity as an international professional in ageing services to exchange 
infornnation through educational sessions and symposia, facility tours, and networking events. 

The United Nations has designated 1999 to be the "International Year of Older Persons." 
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The American Psychiatric Association 

The Honorable Pete V. Domenici and the Honorable Paul Wellstone 
Leaders of the Senate Working Group on Mental Health 

The Honorable Marge Roukema 
The Honorable Robert E. Wise and the Honorable Peter A. DeFazio 

Leaders of the House Working Group on Mental Illness and Health Issues 

Cordially invite you to attend a reception welcoming 

The APA's Federal Legislative Representatives 
and the Academic Consortium 
From your District and State 

On Tuesday, April 13, 1999 
5:30- 7:30 p.m. 

RSVP 202/682-6060 p^yer, Raybum House Office Building 
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lie next century is both intimidating and inspiring for today's healthcare leaders. It's a 

challenging time. It's" an exciting time. At the dawn of the new year, the vast majority of 

physician groups and healthcare systems are engaged in reinventing patient care. We've graduated from 

"form" to "content." But, those who have failed to graduate, have suffered the consequences. 

In the beginning of the movement to develop integrated healthcare systems, the 

concept was simple. Traditionally, patients have been shutdcd among providers with duplicative costs, 

little or no coordination, continuity, or attention to quality of care. The lack of a system promoted loss of 

quality and increased costs. Simply put, the integrated healthcare strategy had a goal of fi.xing what was 

wrong with healthcare. 

We are now past the point of agreeing to the vision and are deeply involved with 

strategies to make it work. How do you align the incentives of physicians and hospitals? How do you 

stem the losses of your PHO or MSO? How do you deal with capitation? What course corrections do 

you need to make to get back into synch with the vision of integrated healthcare? 

This conference will be the summit meeting of the year for healthcare systems 

throughout the country. There has never been more uncertainty and volatility in our industry. But, there 

are solutions and we are pleased to extend an invitation to you and your team to attend a conference that 

has only one goal—to present solutions. 

Daniel M. Cain, Principal/CEO, Cain Brothers & Company LLC ~ Russell C. Coile, Jr., Senior Vice 

President, Superior Consultant ~ Patrick G. Hays, President/CEO, Blue Cross and Blue Shield 

Association - Lawrence B. Leisure, Partner, Andersen Consulting ~ Camille D. Miller, President/ 

CEO, Texas Institute for Health Policy Research ~ C. David Morehead, M.D., President, Scoit and White 

Health Plan - Ian Morrison, Ph.D., Senior Fellow, Institute for the Future and Chairman, Health 

Futures Forum, Andersen Consulting - Patricia E. Powers, Executive Director, Pacific Business Group 

on Health - James C. Robinson, Ph.D., Professor of Economics, School of Public Health, University of 

California. Berkeley ~ Uwe E. Reinhardt, Ph.D., James Madison Professor of Political Economy. 

Princeton University ~ Jacque J. Sokolov, M.D., PresidentyCEO, JJS, Inc./PSO Development 

Corp. - Steve Wetzell, Executive Director, Policy and Public Affairs, Buyers Health Care Action 

Group ~ Walter A. Zclman, Ph.D., President/CEO, California As.sociaiion of Health Plans 

moToco?Y 
Preconference Program 

Wednesday, May 19, 1999, 1:00 to 4:30p.m. 
Six special workshops focusing on prevalent health care issues. 

For more information call 800-668-0023. 



Business^ Clinical, Rfegtilatb 
Strategies to F^sition Yourself 
This 26 Billiori^pollaf Ern̂ 0 

— Learn from 12 Top Bio/Pharmaceuticai Companies — 

Pfizer • SearJe • Amgen • Rhone-Poulenc Rorer • Hoechst Marion RousseB 

Dura Pharmaceuticals • 3M Pharmaceuticals • Eli Lilly • Parke-Davis 

SmithKline Beecham • Pharmacia & Upjohn • Agouron Pharmaceuticals 

• Understand why Latin America has gone from a 
high risk market to a high profit market through 
health care reforms and economic growth 

• Learn how regional harmonization can 
benefit the pharmaceutical market — 
Including the most current information on the 
Mercosur and Andean trade pacts 

• Maximize the opportunities in this growing center 
for clinical trials by following regional protocol, 
setting clear expectations and standards, 
obtaining accurate data and developing a 
standardized reporting system 

Panel of 5 Pharmaceutical 
Regulatory Directors Share Their 

Perspectives and Experiences of Working 
within Latin A Regulations 

• K J B I j F Ah In'-DepthPre-Conference Workshop 

Management 
Safeguard your intellectual property and 
technology transfer through a clear understanding 
of regulations and strategies to protect your product 
in any stage of drug development "̂  -Y.. . -

Speed the filing process and get your product 
to market first by implementing a streamlined 
product registration 

; Moving Phiirmâ ^̂  
Clinical Supplies and Chemicals through 
s Multiple Markets in Latin America 

•'. • • .„ y-.';- • •(See^iiisidefdr'-deigils). 

Organized By: 

111! 
The 

CENTER/or 
BUSINESS 
INTELLIGENCE 

cars 
Phamatxiriical 

Series 



Full Day Pre-Conference Workshop — Wednesday, March 24,1999 

Supply Chain 
Management 
Moving Pharmaceuticals, Samples, 

Clinical Supplies and Chemicals through 
Multiple Markets in Latin America 

"Logistics firms provide. ..service to their international clients by 

helping them establish alliances, partnerships, venture and 

relationships with the "players" in the foreign country." 
— BIO/PHARMACEUTICAL OUTSOURCING REPORT, 

NOVEMBER 1998, VOLUME 3, NUMBER 11, "STRATEGIC SOURCING" 

In this one day intensive workshop, experts give you the 
infomiation you need to move your materials and finished 
products into, and around, Latin America. Hear in-depth 
strategies on distribution, transportation, contracting, 
building a base of operations, choosing a third party 
logistics provider and partnering. 

8:30 Workshop Registration 

9:15 Workshop Leader's Welcoming Remarks 
Robert Diaz, COO-Latin America, Circle International 

9:30 Starting Up in a Latin American Country — 
A Logistical Case Study in Chile 

• Should you outsource? 
* focus on your core competencies — 

free up resources 
* 3PLs have the local and logistical experience 

• Should your logistics company have a local partner? 
• What areas should you look at as a pharmaceutical or 

biotech company when choosing a logistics partner in 
Latin America 
* location * experience * integration capabilities 

* labor relations * value for money 
* systems capabilities * understanding your goals 
* can they implement in single and multiple locations 

• Should you risk it alone or find a partner 
* reward vs. risk * success vs. failure 

• Facilities and equipment available 

• Permitting, licensing and registration 
Robert S. Simcoe, Vice President/General Manager, 
Business Development/Latin America, GATX Logistics 

10:45 

11:30 

Develop Clinical Trials in 
Latin America that Provide 
the Most Accurate Data and 
the Highest Return on Investment 
Latin America has become a hot spot to conduct clinical 
trials, however it offers unique challenges that pharmaceutical 
companies don't have to face in more traditional markets. 

• How do you investigate a site? 
* experience * past results * setting standards 

• Regional protocol • Transporting samples 
• Importing clinical trial material • Communication 

Vikki Brandi, Associate Director, Clinical Development, 
Dura Pharmaceuticals 

Strategies to Develop Strong 
and Flexible Clinical 
Trial Contracts 
Contracts are a critical piece of the 
clinical trial process, and are more so when you are dealing 
with an international clinical trial. How do you develop a 
contract that meets your needs and allows for the specific 
legal requirements of the region, 

• Flexibility • Risk sharing 
• Contract development • Should you outsource 
• Putting in place systems that allow for incentives and 

"punishments" if deadlines are not met 
Mary Lou Furstnau, Latin America, Clinical Research Leader, Ell Lilly 

12:15 Luncheon 

1:45 Conducting Clinical Trials 
in Latin America — 
A Sponsor/CRO Perspective 
As the need for conducting clinical trials on a global basis 
increases, we find that some of these studies are being 
performed in some unlikely places. Five years ago 
conducting clinical trials in Latin America was unheard of. 
Today it's becoming as common place as the US or Western 
Europe. Searle has been working in Latin America for 
several years with its affiliates and CROs. The combined 
panel of Searle and Quintiles discuss the unique issues that 
we faced in conducting large multi-center trials in Brazil, 
Chile, Argentina, Mexico and Venezuela. 
The panel examines monitoring and data management issues 
as well as central laboratory transportation, specimen handling 
and processing. It also looks at the changing environment in 
Latin America and the impact of these changes. 
Moderator: Richard K. Musselman, Senior Director, 

Contract Management and Procurement, 
I G.D. Searle Pharmaceutical Company 

PanelistSy Craig Amburgey, Senior Clinical Research Associate, 
Cardiovascular Clinical Research, Research and Development, 
G.D. Searle Pharmaceutical Company 
Margarita Eiletz, Director, Operations, Quintiles Latina 
Maria H. Martinez, Clinical Research Associate II, 
Cardiovascular Clinical Research, Research and Development, 
G.D. Searle Pharmaceutical Company 

Jay Vigotor, Vice President, Latin America, Quintiles Latina 

3:00 Networking and Refreshment Break 

- P 7 % Q Y (781-9^9-2438 



Business^ Clinic^ly Regu 
Strategies to l ^s i t ion Yi 
This 26 B^ll^on^Dollar E 

— Learn from 12 Top Bio/P 

Pfizer • Searle • Amgen • Rhone-Po 

Dura Pharmaceuticals • 3M Pharr 

SmithKline Beecham • Pharmacia 8 

• Understand why Latin America has gone from a ^ 
high risk market to a high profit market through v 
health care reforms and economic growth / 

\ •' 
• Learn how regional harmonization can '̂ 

benefit the pharmaceutical market — ) 
Including the most current information on the • 
Mercosur and Andean trade pacts ,/ 

• Maximize the opportunities in this growing center 
for clinical trials by following regional protocol, [ , 
settmg clear expectations and standards, 
obtaining accurate data and developing a < 
standardized reporting system r->j . 

• Safeguard your intellectual property and v 
technology transfer through a clear understanding V 
of regulations and strategies to protect your product ^ 
in any stage of drug development 

• Speed the filing process and get your product 
to market first by implementing a streamlined 
product registration 

Supply Chain 
Management 

(Continued from reverse side) 

11:00 Reduce Costs through Clinical Trial Supply Chain 
Management in Latin America 

• Sourcing 
• Reduce clinical trial supply chain costs 

* clinical drug supply chain system 
• Regulatory issues with moving clinical trial material 
• Create a supply chain strategy that meets these regulations 

and reduces costs 
• Information technology that can save you time/money 

Matthew Sers, Senior Associate, PricewaterhOUSe 

12:00 Luncheon hosted by ^ Circle International^ 
I d . O n e Keynote Speaker 

David I. Beatson, President and CEO, Circle International 

1:30 Cost Effective Logistics Programs for Latin America 
• Case study- Brazil 
• Developing a lean logistics program 
• Reducing transportation costs 
• Improving cycle times 
• Lowering costs of inventory 

Kim Wertheimer, Executive Vice President- Logistics, Circle International 

2:30 Outsourcing Opportunities for the 
Pharmaceutical Industry 

• Transportation management • Procurement assistance 
• Warehousing and inventory control 
• "Pick and Pack" and other value-added services 

Randy Claris, COO - North America, Circle International 

3:20 Networking and Refreshment Break 

3:40 Managing Latin American Customs Issues 
for Streamlined Materials Movement 

• Documentation and compliance 
• Taking advantage of deferred duty programs 
• Free trade zones • Bonded warehousing 

Moises Najmann, Director of Customs Brokerage Operations • Brazil, ' 
Circle International 

4:30 Total Supply Chain Services Review 
Robert Diaz, COO - Latin America, Circle international 

5:00 Close of Workshop 

— About Your Workshop Leader — 
Robert Diaz, COO-Latin America, Circle International 

Prior to his appointment in April of 1997, IVIr, Diaz served as the company's 
Senior Vice President and Chief Financial Officer from December, 1994 to April, 1998, 
IVlr Diaz joined Circle International in 1994, after serving in senior financial and 
operational management capacities at other multinational companies such as Coors 
Brewing Company, the Clorox Company and ITT, A native of Argentina, IVlr, Diaz was 
educated in the United States and is fluent in English, Spanish and Portuguese, Joined by: 
Matthew Sers, Senior Associate, PrIcewaterhouse; 
Robert S. Simcoe, Vice President/General Manager, GATX Logistics; 
Kim Wertheimer, Executive Vice President - Logistics, Circle international; 
Randy C\ar\n, COO - North America, Circie international; 
Moises Najmann, Director of Customs Brokerage Operations - Brazil, Circle Intemationai 



M A I N C O N F E R E N C E 
Day One — Thursday, March 25,1999 

8:00 Main Conference Registration 

8:30 Chairperson's Opening Remarks 
Jenny Peters, Senior Regulatory Manager, Pharmacia & Upjohn 

8:45 Develop Intelligence Networks 
for Market Entry in Hot 
Latin America Markets 
Although the Latin American 
pharmaceutical market is booming, some markets are hotter 
than others and some markets provide higher profits and 
fewer risks. Which markets should your company focus on 
and how do you identify which markets are strongest for 
your products? 

• Identify opinion leaders 
• Develop relationships as a potential new entrant to 

the market 
• Extend the contact network beyond medical 

opinion leaders 
• Gain input into operational, clinical, regulatory and 

marketing strategies 
• Govemment policies ttiat impact the distribution and 
sales of non-domestic made pharmaceutical products 

• Do regional trade pacts — Mercosur, The Andean 
Group, NAFTA — impact potential markets? 

Suzanne Beverage, Business Development Manager, Latin America, Amgen 

9:30 The WTO Agreement on Intellectual 
Property Rights — 
Actuality and Implementation in Latin America 
The transition period in the WTO's TRIPS Agreement for 
developing countries ends on January 1, 2000. As a result, 
companies need to consider what can be done to help Latin 
American countries conform their intellectual property laws 
to the TRIPS Agreement, evaluate what changes Latin 
American countries have made or are contemplating, and 
what actions may be taken against those countries that fail to 
meet tiie WTO deadline. 

• What are the Latin American's intellectual property laws? 
• How do they impact the bio/pharma industry and 

technology transfer? 
• Evaluate the changes that have been or can expected 

to be made by Latin American countries 
• How should your company be prepared to protect 

itself against intellectual property theft? 
Charles S. Levy Partner, Wilmer, Cutler & Pickering 

10:15 Networking and Refreshment Break 

bo You Sell Gontract Research Services? 
Don't miss the opportunity to network and showcase your products and services 

to senior-level decision makers involved in Latin American biotech & pharmaceutical 
products, CBI's Latin American Bio/Pharmaceuticals conference offers you an excellent 

opportunity to maximize your 1999 marketing dollars through these showcase opportunities; 
• Program Sponsorship • Cocktail Reception • Tabletop Exhibit 
• Luncheon & Networking Break Sponsorship • Advertising In the Compendium 

if you are Interested In sponsorship & exhibit opportunities, 
please caii Stuart Steller at 781-939-2411 or fax 781-939-2495. 

CImM W 

10:45 Develop Clinical Trials in 
Latin America that Provide 
the Most Accurate Data and 
the Highest Return on Investment 
Latin America has become a hot spot to conduct clinical 
trials, however it offers unique challenges that pharmaceutical 
companies don't have to face in more traditional markets. 

• How do you investigate a site? 
* experience * past results * setting standards 

• Regional protocol • Transporting samples 
• Importing clinical trial material • Communication 

Vikki Brandi, Associate Director, Clinical Development, 
Dura Pharmaceuticals 

11:30 Strategies to Develop Strong 
and Flexible Clinical 
Trial Contracts 
Contracts are a critical piece of the 
clinical trial process, and are more so when you are dealing 
with an intemationai clinical trial. How do you develop a 
contract that meets your needs and allows for the specific 
legal requirements of the region. 

• Flexibility • Risk sharing 
• Contract development • Should you outsource 
• Putting in place systems that allow for incentives and 

"punishments" if deadlines are not met 
Mary Lou Furstnau, Latin America, Clinical Research Leader, Eli Lilly 

12:15 Luncheon 

1:45 Conducting Clinical Trials 
in Latin America — 
A Sponsor/CRO Perspective 
As the need for conducting clinical trials on a global basis 
increases, we find that some of these studies are being 
performed in some unlikely places. Five years ago 
conducting clinical trials in Latin America was unheard of. 
Today it's becoming as common place as the US or Western 
Europe. Searle has been working in Latin America for 
several years with its affiliates and CROs. The combined 
panel of Searle and Quintiles discuss the unique issues that 
we faced in conducting large multi-center trials in Brazil, 
Chile, Argentina, Mexico and Venezuela. 
Tlie panel examines monitoring and data management issues 
as well as central laboratory transportation, specimen handling 
and processing. It also looks at the changing environment in 
Latin America and the impact of these changes. 
Moderator: Richard K. Musselmait, Senior Director, 

Contract Management and Procurement, 
G.D. Searle Pharmaceutical Company 

PanelistSy Craig Amburgey, Senior Clinical Research Associate, 
Cardiovascular Clinical Research, Research and Development, 
G.D. Searle Pharmaceutical Company 
Margarita Eiletz, Director, Operations, Quintiles Latina 
Maria H. Martinez, Clinical Research Associate II, 
Cardiovascular Clinical Research, Research and Development, 
G.D. Searle Pharmaceutical Company 

Jay Vigotor, Vice President, Latin America, Quintiles Latina 

3:00 Networking and Refreshment Break 

To Register Call tbii Free 800-817^8661 



3:45 Conducting Pediatric AIDS 
Trials in Latin America — 
Agouron Pharmaceutical 
Case Study 
The development of this research program is presented, 
giving the perspective of a smaller sized pharmaceutical 
company. 

• Recognizing the right investigative sites 
• Points to consider in selection of CROs and 

clinical laboratories 
• Proactive management of the regulatory process 
• Pitfalls to avoid when importing investigational drugs 
• Is routine monitoring really routine? 
• Strategies for effective communication — 
The key to success 

Annkalrin Petersen, M.D., M.A., Director Head Intemationai Clinical Research, 
Agouron Pharmaceuticals, Inc. 

5:15 Close of Day One 

5:15—6:15 Wine & Cheese 
Networking Reception 
Join colleagues and friends in a 
relaxed setting. 

Day Two — Friday, March 26,1999 

:00 Continental Breakfast 

:30 Chairperson's Review of Day One 
Jenny Peters, Senior Regulatory Manager, Pharmacia & Upjohn 

W h o S h o u l d ! i i^ttend 

From Bio/Pharmaceutical Companies 
Vice Presidents, Directors, Medical Director and 

Regional Product Directors of Latin America 
Vice Presidents, Directors International Regulatory Affairs 

Vice Presidents, Directors, Managers, Clinical Developmenl 
and Clinical Operations 

From CROs, Outsourcers and Logistics Providers 
Vice Presidents, Directors Latin American -Operations 
Vice Presidents, Directors, New Business Development 

Vice Presidents, Directors, International Operations 

U p c o m i n g C B I P h a r m a c e u t i c a l E v e n t s 

Computer & Software 
Validation 

January 21 -22 • Washington, DC 

Drug Delivery Systems 
January 25-26 • San Diego, CA 

DTC Prescription 
Advertising 

January 27-29 • Washington, DC 

Outsourcing 
BlO/Pharmaceutlcal 

R&D & Manufacturing 
January 28-29 • Washington, DC 

Dietary Supplements 
February 24-26 » Washington, DC 

Global Pharmacovigllance 
March 22-23 • Washington, DC 

8:45 Preparing the 
Latin American Dossier — 
Case Studies from Leading 
Pharmaceutical Companies 
Preparing regulatory submissions to meet Latin American 
requirement can be a complicated and daunting task. Learn 
how to systematically meet Latin American regulations and 
prepare the paperwork and information necessary to have 
your products accepted by Latin American regulatory bodies. 

• Overview of the local regulations for the preparation 
of Latin American dossier 

• Filing requirements 
• Does one set of paper work fit all? 
• How can you be sure your meeting all the requirements? 
• Keeping up with changing regulations — 

There is no set system 
• What kind of technology is available to make 

regulatory submissions easier? 
• Electronic submissions • Internet access 
• Special sessions from Parke-Davis 

* operations on the ground in Lima to consult 
with on regulations for each new product 

* survey system for each new product — 
letters, forms, certificates etc. 

Moderator: Silvia Perez, Regulator)' Specialist, Latin America, 
3M Pharmaceuticals 

Panelists: John Kirk, Director, International Regulatory Affairs, Parke-Davis 
Jenny Peters, Senior Regulatory Manager, Pharmacia & Upjohn 
Max Talbot, International Regulatory Director, Rhone-Pouienc Rorer 
Vivian de Trespaciaciacios, Associate Director, 
Regulatory Affairs, Latin America, Pfizer 

10:15 Networking and Refreshment Break 

10:45 Latin American Packaging 
and Labeling Requirements 

• Identify the packaging and 
labeling requirements in 
each country 

• How has harmonization, in particular Mercosur, 
impacted packaging and labeling requirements 

• Meet regional standards 
• Content and warning translation 
• Is it possible to create standard packaging? 

Nanci Bergamo, Senior Advisor, Corporate Regulatory Compliance, 
Hoechst IVIarion Roussei 

11:30 Marketing and Advertising 
Regulations and How 
They Impact Your 
Latin American Strategy 

• Target audiences and key messages 
• Medical promotion in the past 
• Current sophistication in advertising 
• DTC A, Internet and public relations techniques 
• Ethical standards and control of advertising and 

medical promotion 
Adrian Cruz, Regional Director, Latin America, SmithKline Beecham 

12:15 Close of Main Conference 



LATIN AMERICAN 
BIO/PHARMACEUTICALS 
Business^ Clinical^ Regylatory aind 
Strategies to Positioin YourseBf for 
This 26 BsBBoort Dollar EmergSng Market 

in 

Cbm'pehdiiimis 
WISH YOU WERE HERE! 
Fortunately — if you can't attend — you can 
still be informed of the latest developments in 
Latin American Bio/Pharmaceuticals by 
purchasing the Conference Compendium. 
Simply check the appropriate box on the 
registration form and send it with your payment 
of just $298. Your copy of the proceedings will 
be mailed immediately following the conference. 

I Registration Fee: 
Save $295 by registering for the conference and workshop 
at $1795, The registration fee for the 2-day conference only 
is $1395; Workshop only is $695, Fee includes continental 
breakfast, lunch, refreshments and conference 
compendium. Please make checks (in U.S. funds drawn on a U.S, bank) 
payable to The Center (or Business Intelligence, LLC. 

I Team Discount: 
Your organization may send 1 executive FREE for every 3 delegates 
registered. All registrations must be made at the same time to qualify. 

Venue: 
Hyatt Regency Miami 
400 SE Second Ave, 
Miami, FL 33131 
Phone:305-358-1234 • Fax:305-358-0529 

Discount Accommodations & It-avel: 
Contact the hotel directly by March 1,1999 to qualify for special reduced 
rates. CBI's official travel service. Travel Concepts, can negotiate low group 
air fares and car rentals. Call them at 800-640-8082 (508-879-8600 
outside the U.S.) Mention that you are attending CBI's Latin American 
Bio/Pharmaceuticals conference to qualify tor hotel and travel discounts. 

Substitution & CancellatSon: 
Your registration may be transferred to a member of your organization 
up to 24 hours in advance of the conference. Cancellations received in 
writing on or before March 10,1999 will be refunded, less a $195 
administrative charge. No refunds will be made after this date; however, 
the registration fee less the $195 administrative charge can be credited 
to another CBI conference if you register within 6 months from the date 
of this conference. In case of conference cancellation, CBI's liability is 
limited to refund of the conference registration fee only, CBI reserves 
the right to alter this program without prior notice. 

Satisfaction Guaranteed: 
CBI stands behind the quality of its conferences. If you are not satisfied 
with the quality of the conference, a credit will be awarded towards a 
comparable CBI conference of your choice, 

5 Easy Ways to Register 

Top Reasons You Must Attend 
This Unique and Important Event 

12 Leading Bio/Pharmaceutical Companies: 

Pfizer • Agouron Pharmaceuticals • Amgen 
Dura Pharmaceuticals • Eli Lilly • Searle 
Hoechst Marion Roussei • Parke-Davis 
Pharmacia & Upjohn • SmithKline Beecham 
Rhone-Poulenc Rorer • SiVI Pharmaceuticals 

Fuli Day Pre-Conference Workshop - March 24th 

Supply Chain Management 
for every part of your product pipeline 

"PtiOi, — Master clinical trials conduct and 
contracts, distribution and sales, marketing, 
packaging and labeling, regulatory 
requirements and more! 

Ttie Center for Business Intelligence, LLC 
500 West Cummings Park, Suite 51 CO, Wobum, MA 01801 

Bulk Rale 
US, Postage 

PAID 
Gallery 

:tiejgi^tration Card i 

DO NOT REMOVE MAILING LABEL, PLEASE RETURN ENfTIRE FORM, 

O Yes! Please register me for the LATIN AMERICAN BIO/PHARMACEUTICALS conference. 

O Conference & Workshop O Conference only O Workshop only 
O We would like to take advantage of tlie TEAM DISCOUNT (see left for details) 

o I cannot attend. Please send me a compendium 

PRIORITY CODE (appears below mailing address): 

LNAME POSITION 

2. NAME POSITION 

3, NAME POSITION 

4, NAME POSITION 

COMPANY DIVISION 

ADDRESS 

CIPi' STATE/COUNTRY ZIP/POSTAL CODE 

TELEPHONE FAX E-MAIL 

AUTHORIZED SIGNATURE 

Payment Options: Payment in full is required to process registration 

O Enclosed is a check for payment in full 

OMC/Visa: 

OAmex: 

NAME (AS APPEARS ON CARD) EXP, DATE 

CARDHOLDER SIGNATURE 
Please photocopy this form for additional delegates. 

WEBSITE 
www.cblneLcom 

PHONE 
800-817-8601 
781-939-2438 
outside tlie U,S, 

FAX 
781-939-2490 

E-MAIL 
registrar@cl)ineLcom 
Please include all information 
requested on registration card. 

MAIL 
Registration Dept,' 
The Center for Business Intelligence, LLC 
500 West Cummings Part;, Suite 5100, Wobum, MA 01801 

R E G I S T E R T0bA^! t : A t L t 6 t t F R ^ 



T H E S O C I E T Y FOR N E U R O S C I E N C E 

cordially invites you to 

NEUROWENCE 2000: 
a new era of discovery 

3 

a special event to mark 

the achievements of the 

"DECADE OF THE BRAIN" 

and usher in a new millennium 

of neuroscience discovery 

April 12 - 13, 1999 

National Academy of Sciences 

2101 Constitution Avenue, N.W. 

Washington, D.C. 

Society for Neuroscience 

11 Dupont Circle, N.W,, Suite 500 

Washington, D.C. 20036 

(202) 462-6688 

Fax: (202) 462-9740 

e-mail: nasrsvp@sfn.org 

W,/ 



Is 

Monday, April u 
Scientif ic Symposium Part I (8:00 a.m. - 5:00 p.m.) 

Leading names in contemporary neuroscience will discuss the 

major research advances of the decade and offer projections 

on what's ahead in the field of brain research for the 21st 

century: from genetics and brain development, through 

neurological disease and trauma, to hearing and vision. 

Evening Program and Reception (6:45 p.m. - 9:00 p.m.) 

Join the biomedical research community, funding agencies, 

advocacy representatives, congressional leaders, and well-

known proponents of brain research to mark the culmination of 

the congressionally designated "Decade of the Brain." 

Presentation of a special achievement award to actor-advocate 

Christopher Reeve and recognition of the 1999 Decade of the 

Brain Award recipient and past honorees. 

/_ 
Tuejday, April 

Scientific Symposium Part II (8:00 aitrv/- 12:00 p.m.) 

Leading neuroscience researchers offer insight on the 

state of the art and future of clinical and fundamental 

neuroscience including brain imaging and models of the 

nervous system, higher brain functions and their disorders, 

and new findings on stress and mood disorders. 

Roundtab le D i s c u s s i o n (1:00 p.m. - 3:00 p.m.) 

"NEUROSCIENCE TO NEUROLOGICAL RECOVERY: THE NEW ALLIANCE" 

Hosted by Dr. Ira Black with guest participants Dr. Albert 

Aguayo, Christopher Reeve, and Senator Ted Kennedy, on 

forging alliances among advocacy groups, policy makers, and 

scientists to translate discoveries into new treatments for 

neurological illness and injury in the 21st century. 

Please RSVP by March 15, 1999 

(see enclosed response card) 

For complete program information 

visit our Web site at wvw.sfn.org 



Casey 
Journalism ^ ^ 
Center for Children and Families FACT SHEET 

The Casey Jouinalism Center for Children and Families is a national resource for journalists who cover children 
and family issues. Its mission is to enhance reporting about the issues and institutions affecting disadvanta< êd 
children and their families and to increase public awareness about the concerns facing at-risk children. The^Center 
is funded by The Annie E. Casey Foundation of Baltimore, Md., the nation's largest philanthropy dedicated to 
improving the futures of disadvantaged children. The Center is part of the University of Mairland Colleae of 
Joumalism. ^ = 

National Conferences: Annual fellowships for print and broadcast journalists to attend an intensive 
week-long conference on children's issues cover instruction, lodsing, meals, readma material and a travel 
subsidy of up to S300. Previous conferences on welfare reform, child protection, children's health violence and 
the young, and other social welfare issues have attracted a strong field of applicants. Conferences are held in 
June, with application deadlines m March. The next is scheduled for June 13-18, 1999. Participants join leadin*^ 
authonties from govemment, universities, research groups and the private sector for discussions on policy 
issues as well as practical reporting techniques and new models of children and family reporting from around 
the country. Previous speakers include First Lady Hillary Rodham Clinton, Department of Heahh and Human 
Services Secretary Donna E. Shalala, Attorney General Janet Reno, Children's Defense Fund President Marian 
Wnght Edelman, Baltimore Mayor Kurt Schmoke, fonner Philadelphia Inquirer Editor Eusene Roberts and 
other key decision-makers and journalists. Previous recipients have said: "Amona the most useful conferences 
I ve ever attended."-Barbara Vobejda, The Washington Post. "If you cover children, this is one-stop 
shopping."'-Vicky Que, National Public Radio. 

Regional Conferences: These two-day mini-conferences target journalists in a three-to-four state area 
and focus on regional issues. In recent years, conferences on covering welfare reform's impact on families have 
~een held in partnership with the Graduate School of Joumalism at the University of California at Berkeley 
oston University's School of Communication, the University of South Carolina's College of Joumalism and 

Mass Communications, and the Medill School of Joumalism at Northwestern University. Fellowships cover 
instruction, lodging; meals, and reading materials. 

Awards: The Casey Medals for Meritorious Joumalism honor distinguished coverage of disadvantâ êd 
and at-nsk children and their families, and the institutions and agencies charged with servin<'''them First-place 
winners in ten categories receive SI,000 awards and are eligible^for S2,000 smdy/travel grants Categories include 
newspapers, magazines, television, radio and photojournalism. Applications for the 1999 awards arê due August 
2. 1998. Work published or broadcast between June 1998 and June 1999 is eligible. 

Resources: Information about programs and trends affecting children and families are provided to 
journalists in a variety of ways: 

« Database: The Centers database of more than 3,000 experts on children and familv issues is available to 
journalists working on daily stories or projects. 

• Kidbeat: An e-mail discussion group is also available for journalists to exchange ideas about stories 
sources and coverage problems. Journalists wishing to subscribe should send the message subscribe kidbeat 
journalist's name to listserv@umdd.umd.edu. leaving the subject line blank. 

• Web Site: Much information is available on the Center's web site at http://casey.umd.edu. Details on 
everything the Center offers, past newsletters and summaries of the conferences are found here. 

• The Children's Beat: Quality joumalism on children and familv topics is highlighted in the Casey 
Center's quarterly newsletter. The Children's Beat. 

The Casey Center is a non-panisan. independent group with a national 
advisory^ board of journalists and e.xperts on children's issues. 

For more information, contact: 
Casey Joumalism Center, 8701 -B .Adelphi Road: Adelphi, Md. 20783-1716. 

\ Phone: 301-445-4971. Fax: 301-445-9659. E-mail address: jmoore@casev.umd. edu 



Casey 
Journalism 
Center for Children and Families 

Cattiy Trost 
Director 

i1-B Adelphi Road • Adelphi, Md. 20783-1716 • (301)445-4971 • Fcoc (301) 445-9659 • http.7/cas6y.umd.edu 

NATIONAL ADVISORY BOARD 

Paul Duke 
PBS Senior Commentator 
WETA Public TV 
Washington, D.C. 

Jon Franklin 
Professor of Creative Writing 
University of Oregon 

Dr. Jotin Freeman 
Ledorer Profssscr cf 
Pediatric Epilepsy 
Johns Hopkins Hospital 
Baltimore, Md. 

Winifred Green 
Pres., Souttiern Coalition for 
Educational Equity 
Jackson, IVIlss. 

Albert R.Hunt 
Executive Washington Editor 
Wall Street Journal 
Washington, D.C. 

'-•^ey Kcrtz 
' Policy Reporter 
ressional Quarterly 

.nington, D.C. 

David B. Mitchell 
Associate Judge 
Circuit for Baltimore City 

William Raspberry 
Columnist, Wast)ingtort Post 

Tonda F. Rush 
President, American Press 
Works, Arlington, Va. 

Laura Sessions Stepp 
Staff Writer, Washington Post 

Celeste Williams 
UrtDon Affairs Reporter 
The indianapotis Star 

Judy Woodruff 
Anchor and Sr. Correspondent 
CNN, Washington, D.C. 

Cathy Trost 
Director 

Dear Colleague: 

The Casey Joumalism Center for Children and Families is a national resource 
center for journalists who cover issues and institutions affecting disadvantaged children 
and their families. The center is funded by the Annie E. Casey Foundation and located at 
the University of Maryland College of Joumalism. 

We are continuously updating our database of sources and experts on a variety 
of issues related to children and families. Many journalists use our database to obtain the 
names of experts in a variety of fields. Please take a moment to f d l out the information 
requested below. We would also appreciate it if you would check off your main areas of 
interest, types of publications available, and organizational type. As news reporters 
attempt to bring balance to their stories, it's helpful for them to know an organization's 
philosophical orientation. If you feel it is appropriate, please also check the category of 
organizational label that you believe best describes your organization. 

Please attach a brief description of your organization and fax it to (301)445-
9659 or fold this form into thirds, staple it and send it back to us. 

Thank you for your assistance. 

«nter is operated by ttw 
niversHy of Marylond, 

College of Joumalism. 

Name: 
Title: 
Organization: 
Address: 

MAIN AREAS OF INTEREST 
•Welfare 
•Teen & Out-Of-Wedlock 

Chiidbearing 
•Poverty 
•Child Health /Development 
•Adolescence 
•Juvenile Justice 
•Community Renewal 
•Child Abuse & Neglect 
•Child Welfare/Foster Care 
• Statistical Data 

Organizational Type 
•Advocacy 
• Foundation 
•Academic 
• Research 
• Education 
•Corporation 
• Federal/State Govemment 
• Program 
•Other (pis specify) 

Phone: 
Fax: 
E-mail: 
Web URL: 

(please check all that apply) 
•National/State Advocacy •Work and Family 
•Parenting/Family Supports •Model Programs 
•Child Care 
• Early Education 
•Education 
•Impact of Violence on 

Children 
•Juvenile Crime 
•Children & New 

Technologies 
•Media Violence 

Organizational Label 
•Liberal 
•Conservative 
•Moderate 
• N/A 
•Other (pis specify) 

•Divorce/Custody/child 
Support 

•Immigration 
•Resiliency 
•Economic Issues 
•Homelessness 
•Other (pis specify) 

Publications 
•Newsletter 
•Survey & Data Analysis 
•Annual Report 
•Other (pis specify) 



PLACE 
STAMP 
HERE 

CASEY JOURNALISM CENTER FOR 
CHILDREN & FAMILIES 
8701-B ADELPHI ROAD 
ADELPHI, MD 20783 
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CBI's 
Phaimaceutlcal \ 
J , Series 

Solutions for '̂ PP^ 
Global Pharmaceutical 

Distribution '99 
Cut Costs aod Exceed Gostomer 
Expectations Worldwide through 
Adwaoced' DfistrDbytfloin Networks 

> Find out when and why to outsource parts of your distribution process 

> Two PharmaceuticalA/endor success stories — 
• Merck's vendor selection and successful integration across it's 

European supply chain 
• Zeneca's vendor partnership and the resulting cost reduction 

through a shared distribution network 

> Design logistics networks that serve several channels simultaneously 

> The SCOR model — Cross enterprise/cross functional application for 
improving the bottom-line 

> Overcome customs, regulatory and cross border licensing obstacles 

> Understand the limitations imposed on patent, trade secret, data 
protection and trademark systems by various global IP systems 

> Maintain a zero defect environment 

'p^U^A Panel on U.S. Export Administration Featuring: 
o U.S. Drug Enforcement Agency 
° U.S. Customs Outbound Process 
o Bureau of Export Administration 

Temperature Qpntrb̂ ^ ^ 

II- E-Commerce and 
On-line Pharmacies 
How Big a Role They'll Play in 

Future Distribution Models 



Supply Chain Performance is a Key Indicator of Overall Corpor 

M A I N C O N F E R E N C E 

Day One — Thursday, June 24,1999 

12:30 Main Conference Registration 

:15 

1:30 

2:15 

PhamacGutlcal/ 
Venddr'Succsss 

'<5t;stbfYa!'.. 

Chairperson's Welcome and Opening Remarks 
Tom Pringle, President, 
Insulated Shipping Containers, Inc 

Pharmaceutical Distribution Costs and Trends — 
Hard Core Techniques for Cost Reduction 
Benchmark studies have been conducted in this area for 
the past twenty five years. What is the average amount 
spent by a pharmaceutical company both at the 
manufacturing end of the business and at the wholesale 
and distribution end? Hear from both sides of the 
spectrum and find out what strategies to use in order to 
significantly reduce these costs. 

• Cost and service data outlined and defined 
• Manufacturers and wholesalers 
• Discussion of trends in cost and service 
• Implications for pharmaceutical logistics 
• How this differs from other related industries 
• Distribution strategies now being pursued 

Herbert W. Davis, Chairman, 
Herbert W. Davis and Company 
Tom Schafer, Vice President Productivity and 
Technology, National Wholesale Druggist's Association 

Vendor Selection and Integration into Third 
Party Logistics Program 

:Merck; Pharmaceuticals selected Circle International, 
a third party logistics company, to oversee all aspects of 
management and coordination of both raw materials arid 
commercial products across the European supply chain. 
This case study focuses on what went into the decision 
making process, what if anything could be changed to 
better the process and lessons learned from the process. 

• The selection process —: key element in the decision 
making process 

•. The transitional challenge — lessons learned 

• The final scope 
• The benefits derived 

Phillip Abbate; Global Account Director, 
Pharmaceuticals, Circle International, Inc. 
Mark Cdpofari, Director, Global Logistics and 
Planning, Merck & Co., Inc. 

3:30 Develop Logistics Channels and Strategies — 
Optimize Your Network, While Balancing 
Service Levels and Logistics Expenses 
As customers continue to demand greater service and 
higher quality levels, the need for flexible and economic 
logistics strategies has never been more acute. Logistics 
channel strategies can provide specific values to unique 
customer subsets while keeping total logistics expenses 
under control. 

• Understand the specific values your customers demand 
• Approaches to identifying channel opportunities 
• Build a logistics strategy for each channel 
• Design logistics networks that serve several 

channels simultaneously 
• Examine how logistics partners or vendors can help 

Robert Ulery, Solution Development Manager, 
Consumer Sector, Exel Logistics Americas 

4:15 Supply Chain Management — 
Cross-Enterprise/Cross-Functional Strategies 
for Improving the Bottom-Line 
Over 450 companies have combined forces to determine 
new strategies for improving all phases of the process of 
delivering their products to their customers. The Supply 
Chain Council's Supply Chain Operations Reference 
(SCOR) Model has been used by member companies to 
improve source, make and delivery perfonnance — and 
measure their improvements in dollar value. 

• Use benchmarking and metrics for supply chain 
strategy and competitive analysis 

• Process, best practice and technology 
• Align business performance, supply chain practice 

and systems 
• Implement supply chain improvements 

Scott Stephens, Chief Technology Officer, 
Supply Chain Council 

5:00 Close of Day One 

8:00 

8:30 

8:45 

PharmaceirHcal/ 
Veiidor'Success 

•̂ •,StorY<y • 

5:00-6:00 Wine & Cheese 
Networking Reception 
Join colleagues and friends in a 
relaxed setting. 

3:00 Networking and Refreshment Break 

Day Two — Friday, June 25,1999 

Continental Breakfast 

Chairperson's Review of Day One 
Tom Pringle, President, 
Insulated Shipping Containers, Inc. 

Cost Reduction Through a Shared 
Distribution Network 
Zeneca Pharmaceuticals, along with another major 
pharmaceutical company, joined forces with Caliber 
Logistics Healthcare to create a healthcare only 
temperature controlled delivery system. 
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e Success... Learn What You Can Do To Stay Ahead of the Curve 

This case study focuses on how this relationship developed 
and lessons learned from it. 

• Background information — Pharmaceutical 
distribution needs at one end and USP validation 
compliance at the other 

• Benefits of economies of scale by consolidating 
shipments from two separate clients and optimizing 
space requirements 

• Efficient management of the trucking fleet using an 
automated "Routing Optimization Software" 

• Reaching a win-win situation, costs avoided by 
both parties by formalizing this mutually 
beneficial relationship 

Michael A. Swanson,Vice President, Business 
Development, Caliber Logistics Healthcare 
(An FDX Company) 
James E. Kulda, Manager, Order Fulfillment, 
Zeneca Pharmaceuticals 

11:30 Customs^—Xegally Navigate Busiiieiss Relating 
to the'Export Administration Regulations of the 
United States 
In order to export your commercial products legally and ' 
most cost.effectively, it is imperative to comply with U.S. 
expprt regulations. 

• Is your customer the true end user? '\ 
• Compliance and reporting requirements with US 

governmental agencies 
• Protect your company's ability to export 
•, Avoid fines,,penalties and possible criminal action 

Moderator: Peter H. Powell Sr., CEO, C.H. PowellCompany' 
Panelists: U.S. Drug Enforcement Agency 

U.S. Customs Outbound Process 
Bureau of Export Administration , : 

12:30 Luncheon 

9:30 Manage Licensing and Regulatory Issues — 
The Legalities Pertaining to Global Distribution 
When entering an intemationai market there is an entirely 
new set of barriers to work through. This session shows 
you how to identify and overcome key licensing and 
regulatory hurdles. 

• Work within the regulatory framework to protect your 
market position — Use it to your advantage 

• Understand what the member countries are hoping to 
achieve or prevent with their regulations 

• Tap into the right channels to influence 
regulatory decisions 

• Cross border licensing issues affecting the 
distribution process 

Eugene Rostov, Senior Partner, 
International Trade, Baker & McKenzie 

10:15 Networking and Refreshment Break 

10:45 The Importance of Protecting Intellectual 
Property in the Global Market 
To effectively compete in the global market, companies 
must adopt intellectual property protection strategies that 
will ensure effective protection of rights on a worldwide 
basis. Developing such strategies requires an understanding 
of the pitfalls and limitations of the global environment for 
intellectual property protection. 

• Appreciating the international environment defined by 
treaties and regional and national systems 

• Unique features of patent systems and how to 
overcome problems caused by these differences through 
use of the PCT and direct application filing strategies 

• Selecting key markets for protection to manage costs of 
procuring and enforcing rights 

• Understanding the limitations imposed on patent, trade 
secret, data protection and trademark systems by 
various intellectual property systems 

Jeffrey Kushan, Special Counsel, 
Powell Goldstein Frazer & Murphy, LLP 

2:00 Transportation and Distribution -
Developing a Strong Outsourcing Strategy 
Outsourcing - a threat or an opportunity? This discussion 
provides tactics and strategies on how to take charge and 
lead your companies efforts in this area. 

• When does it get imperative to consider outsourcing? 
• Understanding the value of outsourcing 
• What aspects of this area should get outsourced? 
• How much control should be retained in-house? 
• What are the stages of "letting go"? 

Jim Adams, Vice President, Customer Service, 
Oncology Therapeutics Network (A Bristol-Myers Company) 

2:45 Incorporate a Zero Defect Warehousing 
Strategy into your Distribution Network 
The biggest challenge inherent in a standard 
pharmaceutical warehousing operation today, is the 
struggle towards maintaining a zero defect environment. 

• Improve your tracking and distribution through 
automated material handling systems. 

• Inventory control — rotation and tracking of inventory 
• Facility management — ensure security, sanitation 

and safety 
George Kulovic, Regional General Manager, 
Circle International;/ormer Regional Warehouse Manager, 
Bristol-Myers Squibb 

3:30 Close of Main Conference 

Maximize Your Ne twork ing Oppor tun i t ies 

Don't miss the opportunity to network and showcase your products and services 
to senior-level decision makers. CBI's Solutions for Global Pharmaceutical 
Distributions conference offers you an excellent opportunity to maximize your 

1999 marketing dollars through these showcase opportunities: 

• Program Sponsorship • Cocktail Reception 
• Luncheon Sponsorship • Tabletop Exhibit 
• Networking Break Sponsorship • Advertising in the Compendium 

If you are Interested in sponsorship & exhibit opportunities, 
please call Chris Currle at 781-939-2503 or fax 781-939-2495. 
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PRE-CONFERENCE WORKSHOP I — THURSDAY, .lUNE 24. 1999 

With the increasing number of temperature sensitive, heat labile pharmaceuticals and vaccines in the distribution 
environment, this workshop provides background on the regulatory pressures that are now affecting how 
manufacturers protect their products all the way to the end user. Learn the common practices in industry for 
development and test analysis of thermal packaging, including valuable information on how the distribution 
environment is measured to develop pre-shipment testing criteria. The latest information on the new USP chapter 
covering temperature-controlled packaging is also presented. 

7:30 Workshop Registration 

8:30 Regulatory Trends Impacting 
the Production, Packaging, Storage 
and Distribution of Temperature 
Sensitive Pharmaceuticals 
Pharmaceutical and related products are required to be 
handled safely and efficaciously from concept into the 
hands of the consumer. Govemment agencies and the 
private sector are working towards providing standards 
for the shipment and storage of these materials. 

• Regulatory agencies involved in the process 
• Current agency regulations 
• Scientific considerations 
• Regulatory trends for the future of temperature 
sensitive materials 

Jeanne Taborsky, Former FDA Scientist; Consultant, 
Scientific & Regulatory Affairs Consulting 

9:30 The Fundamentals of Thermal 
Packaging — Current Materials and 
Practices m the Industry 
This session introduces the theory of thermal package 
design and testing. Examples of commonly used 
methods for short and long-term in transit are provided. 
• Background on temperature control theory and 
package design 

• Old and new methods of maintaining the cold-chain 
• Choosing the right package for each application -
preventing over and under engineering 

• Industry practices for package qualification testing 
Tom Pringle, President, 
Insulated Shipping Containers, Inc. 

10:30 Networking and Refreshment Break 

11:00 Environmental Recording Process and 
Study Presentations Inherent in the 
Distribution Environment 
This session focuses on measuring the distribution 
environment and using this information to develop 
pre-ship testing criteria. It also talks about methods 
used to better understand the envelope of environmental 
transportation conditions and the normal distribution of 
temperature ranges. 

• Temperature measuring devices 
• Collecting field data 
• Some examples of field data 
• Using field data to create a test protocol 
• Latest developments pertaining to the USP 
Chapter and its implications on temperature 
controlled shipping 

Linda Walker, Department Head, Package Testing, 
Wyeth Ayerst 

12:00 Close of Workshop 

— About Your Workshop Leaders — 
Jeanne Taborsky who is now a consultant with Scientific 
& Regulatory Affairs Consulting was a Former FDA 
Scientist. She has over 30 years experience with 
pharmaceuticals and related products. She specializes in 
the packaging, storage, and distribution of sensitive articles 
and has conducted extensive research in this area. Her 
previous employers include the FDA and US Pharmacopia 
and industry. 

Tom Pringle is president and CEO of ISC, Inc. based in 
Phoenix, Arizona. ISC is a pioneer in the development and 
test analysis of high performance thermal packaging for the 
pharmaceutical and blood industries. Prior to joining ISC, 
Tom was Director of Intemationai for a US healthcare 
division of Boehringer Mannheim, and Marketing Manager 
for a division of Beckman Instmments. Tom holds a degree 
in Biology from Willamette University, has presented at 
many seminars and written several publications on 
temperature controlled packaging. 

Linda Walker is Department Head, Package Testing at 
Wyeth Ayerst. She has nearly 30 years of experience in 
packaging, and has spent the last 20 years in 
pharmaceuticals. She has worked in designing and testing 
thermal packaging for 20 years. She re-wrote D 3103 and 
participated in developing both the draft ISTA method and 
USP General Chapter on Packaging. 

R e g i s t e r o n o u r w e b s i t e a t w w w . c b i n e t . c o m 



As more cbrhpanies are beginriing to take the plurige^hto e-'cbmiherce,. the of pharmacy sitiss is ' 
growing at,an amazing:pace, Everythirig"frprn.prescriptipn diTJgs, to over-the-cbunter're'medies; can now be ordered.by 
consumers, on-line t'o'be deUyeredtotheirhoiries the next.day.̂ '̂ yhk impact-is'this going to have on today's model 
pharmaceutical distribution nywork? ; This WOT̂  focuses on using, the internet and e-commerce successfully as an , 
innovative'new tool to expedite-the^distributionprbc^^ ' • , ' • . ; , ' V ' '* • ' ' 

7:30 Workshop .Registration 

8:30 ; Simpiify and Expedite the Elî ctronic Exchange 
of Business Transactions Ampiig Multiple 
Tradirig Partners-7-Build, Manage and 
Service Your Localj Regional and plobal 
Trading'Communities ,.i • 
Steriing Commerce, a leading woridwide provider of 

, business-to-busiriess electronic corrmierce software and 
services, has had significant success in the 
pharmaceutical arena. Hear first hand'about how the 
alliance of Sterling Comrnerce and the National 
Wholesale Dmggist's Associatiori "can help you 
optimize your distribution process,and what the added 
benefits of doing this are. 

• What is e-commerce? 
• What is EDI? 
• How does the use of an Intranet/Extranet help build 

closer relationships with suppliers and customers? 
• How can the HEALTHCOM Catalog, a centralized 

electronic repository of critical product data, irriprove 
your profitability? 

• What are some of the advanced e-commerce 
applications? . 

• What effect will this have on your bottom line? 
John Thurow, Director of Industry and Solution 
Marketing, Sterling Commerce 
David Rogers, General Manager, 
National Wholesale Druggist's Association 
Service Corporation 

9:30 Drug Stores on the Internet - How On-Line 
Pharmacies Impact Pharmaceutical 
Distribution Networks Worldwide 
.As rnore companies get set to,take the plunge into e-
commerce, the World Wide Web's list.of pharmacy sites 
is grbwing.at an amazing pace. What impact is this 
going to have on today's model pharmaceutical 
distribution network? 

• What are on-line pharrnacies? 
• The role of an on-line retail pharmacy and how this 

differs from retail chain dmg stores . 
• The challenges of integrating front end web site 

applications with efficient back end fulfillment 
processes 

•Industry dynamics and partners •.' 
• Where,do we go, from here? How will this change' 

today's model distribution network and a customer's 
future perception of drugstores? 

Tom Pigott, CEO, Soma Corporation 

10:30 Networking and Refreshment Break 

11:00 Back-End Logistical,Support for E-Gonimerce . 
\'and Catalbgiiig,:; 

So if iE-Cpmmerce'takes to the ruriway arid custorners 
, worldwide start placing,prescription orders on the ,." 

internet — Who is going td ensure that orders placed,' 
get to the right ciistomeri pn time, safely.and efficiently? 

• Fe'dex.com' - Pprtal to FedEx Information Systems 
• E-commerce.connectivity tools . ' 
• Tirne definite delivery servi'ces via FedEx air-• • 
' ground'netwoi-ks ' ' ' • 
••Integrated'solutions ..: " . ' * " . • 

Clinie York,'Manager, Integrated Solittidns Group, 
Fed-Exi Global Saleis 

12:00 Close of Workshop , ,. 

— About Your Workshop Leaders — 
John Thurow is Director; Industry and Solutions Marlceting fbr̂ the Cominerce 
Services Group of Sterling Commerce, a leading worjdwide provider of ' 
electronic commerce solutions. John arid his staff work with Sterling's product 
management and,develbpinent organization lo defirie electronii; commerce 
solutions that solve known and anticipated business problems. Thurow has 
been with Sterling Commerce for over nine years, and has over 30 years of 
experience in computer-information services, decision support systems, and 
electronic commerce. His industry activities include participation on the 
National Wholesale Druggists' Association's HEALTHCOM Advisory Council 
and the board of directors of the'Association for Electronic Health Care 
Transactions (AFEHCT). . . 

David Rogers is President of Rogers Health Care Consulting, LTD 
(RHCC). Froin Evansville, IN and Yardle'y PA offices, the-RHCC principals ' 

. specialize iii developing Information Management Systems frotn a business • 
perspective for healthcare manufactiirers and distributors. Additionally, Rogers 
has served as the General Manager of National Wholesale Druggists ' 
Association Service Corporation since Sejjtember of 1994. In his role as 

• General Manager; he is responsible foi' the activities of the for-prdfit'subsidiary 
of the NWDA and directed the creation of the HEALTHCOM®/ Sterling" 
Commerce Alliance. Prior to Rogers forming his own cornpany in 1994; he 
was employed by. Bristol-Myers Squibb for 25 years, retiring as Director,' 
Administralive Services. Rogers holds a B.S;!in'Economics from the Wharton 
School of the University of Pennsylvania and an MBA frorh the University of 
Evansville. ' ' ' ' 

Tom Pigott is the CEO and Founder of Soma Corporation Fulfilling' 
:an interest in'international comriterce, Tom spent several years overseas' 
with postings iri Japan, China and Brazil. He worked for both Nextcl and 
Caterpillar helping develop high technology systems,and infrasti;uctijres., 
While overseas, Torn'used the Iiitemet for worldwide cpmmuniciitioiis and, 

' qiiicidy recogiiized the potential of the Worid Wide Web for e-commerce ' • 
applications. After returning to Seattle, Torii did extensive research and' 
formed Soma Corporatipn; a privately funded company based in Seattle. 
Soma.com provides people with the highest quality prescription medications, 
OTG products, vitamins; herbal and alternative medicines iising Internet 
technology and available overnight delivery! Tom graduated from 
Stanford University. ' ,'.• •' ' ' • .'• 

Cllne York is manager for FedEx Integrated Solutions Group. 
Cline has over t\yenty years of experienire in Logistics; E-Commerce and • 

• Express Transportation.. ' ' 
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Solutions for 
Global Pharmaceutical 

Distribution'99 
Cut Costs and Exceed Customer' 
Expectations Worldwide through 
Advanced Distribution Networks 

5 Key Reasons To Attend 

A choice between two concurrent workshops: 
1. Manage the Cold Chain — Temperature controlled shipping 
2. E-Commerce and On-line Pharmacies — 

How big a role they'll play in future distribution models 

A Pharmaceuticai/Vendor success story — Merck 
Pharmaceuticals and Circie international 

• U.S. Drug Enforcement Agency 
• U.S. Customs Outbound Process 
• Bureau of Export Administration 

Pharmaceutical companies participating include -
• Bristol-Myers Squibb • Nlerck Pharmaceuticals 
• Wyeth Ayerst • Zeneca Pharmaceuticals 

Sompemidloiiiiinnis 
WISH YOU WERE HEREI 
Fortunately — if you can't attend — you can 
still be informed of the latest developments In 
Pharmaceutical DIstrlbiitlon by purchasing 
the Conference Compendium, Simply check the 
appropriate box on the registration form and 
send It with your payment of just $298. Your 
copy of the proceedings will be mailed 
Immediately following the conference. 

I Registration Fee: 
Save $395 by registering for the conference and woitehop at 
$1,795, The registration fee for the 1 '/S-day conference only 
is $1395; Workshop only is $795. Fee Includes continental 
breakfast, lunch, wine and cheese reception, refreshments 
and conference compendium. Early bird discount —register by 
April 30 and save $200 off the conference. Please make checks (In U,S. funds 
drawn on a U.S. bank] payable to The Center for Business Intelligence, LLC. 

I Team Discount: 
Your organization may send 1 executive FREE for every 3 delegates 
registered. All registrations must be made at the same time to qualify. 

I Venue: 
Crystal City Marriott 
1999 Jefferson Davis Highway 
Arlington, VA 22202 
Tel: 703-413-5500 • Fax: 703-413-0192 

I Discount Accommodations & Travel: 
Contact the hotel directly by June 2,1999 to qualify for special 
reduced rates. CBI's official travel service, Travel Concepts, can 
negotiate low group air fares and car rentals. Call them at 800-640-
8082 (508-879-8600 outside the U.S.) Mention that you are attending 
CBI's Solutions for Global Pharmaceutical Distribution '99 
conference to qualify tor hotel and travel discounts. 

Substitution & Cancellation: 
Your registration may be transferred to a member of your organization 
up to 24 hours In advance of the conference. Cancellations received In 
writing on or before June 10,1999 will be refunded, less a $195 
administrative charge. No refunds will be made after this date; however, 
the registration fee less the $195 administrative charge can be credited 
to another CBI conference if you register within 6 months from the date 
of this conference. In case of conference cancellation, CBI's liability Is 
limited to refund of the conference registration fee only. CBI reserves 
the right to alter this program without prior notice. 

Satisfaction Guaranteed: 
CBI stands behind the quality of its conferences. If you are not satisfied 
with the quality of the conference, a credit will be awarded towards a 
comparable CBI conference of your choice. 

5 Easy Ways to Register 

The Center lof Business Intelligence, U.C 
500 West Cummings Park. Su'te 5100, Wobum, M 01801 

Bulk Rale 
U,S. Postage 

PAID 
Gallery 

DO NOT REMOVE ^M1UNG LABEL PLEASE RETURN ENTIRE FORM, 

O Yes! Please register me for the SOLUTIONS FOR GLOBAL 
PHARMACEUTICAL DISTRIBUTION conference. 

O Conference &Pre-Conf,Wort<sliop I O Conference & Pre-Cont Workshop II O Conference Only 

O Woikshop I Only O Wort(shop II Only O I am registering for the Early Bird Discount 

O We would like to take advantage of the TEAM DISCOUNT (see left for details) 

O I am registering for the Government Rate O I cannot attend. Please send me a compendium. 

1,NAME POSITION 

2. NAME POSITION 

3. KAME POSITION 

4, NAME POSITION 

COMPANY DIVISION 

ADDRESS 

CITY STATE/COUNTPrr ZIP/POSTAL CODE 

TELEPHONE FAX E-MAIL 

AumonizEO SIGNATURE 

Payment Options: Payment in full is required to process registration 

O Enclosed is a check for payment in full 

OMC/Visa: 

OAmex: 

NAME (AS APPEARS ON CARD) EXP, DATE 

CARDHOLDER SIGNATURE Please ptiotocopy thia form for additional delegates. 

WEBSITE 
wvm.cblnetcom 

E-IMAIL 
reglstisrOcblnelcom 
Please Indude all Infomiation 
requested on registration card. 

MA IL 
Reglsttalion Dept. 
Tlie Center for Business Intelligence, LLC 
500 West Cummings Park, Suite 5100, Wobum, MA 01801 

REGISTER TODAY! CALL TOLL F R E E 800-817-8601 



Hear from over 20 
Industry Leaders 
• Affiliated Research 

Centers, Inc. 
• Biogen, Inc. 
• Bristol-Myers Squibb' 

Pharmaceutical 
Research Company 

• ClinCare 
• Clinical Studies Ltd. 
• Collaborative Clinical 

Research, Inc. 
• Duke University 

Medical Centers 
• Eli Lilly and Company 
• Guilford 

Pharmaceuticals, Inc 
• Health Research 

Association 
• Heller Ehrman White & 

McAuliffe 
• Hill Top Research 
• INC Research 
• Matthews Media Group 
• MDS Harris 
• Pharmaceutical 

Development Center 
• Phase Fonward 
• PPD Pharmaco 
• Protocare 
• Quintiles 
• Rheumatology 

Research International 
• SmithKline Beecham 
• University of Rochester 

Medical Center 
• Waife & Associates 

Organized By: 
The 

CENTER for 
BUSINESS 
INTELLIGENCE 

ma mjpmve iajfaj Qiiajity 
JUNE 17 - 18, 1999 * BOSTON MARRIOTT COPLEY PLACE • BOSTON, MA 

Choose the best SMO model — 
Owned sites, affiliated, networl< groups, hybrids — which add value? 

> Identify value added SMO benefits — Rapid study start up time, patient 
recruitment, QA and SOPs, staff training and accreditation, IRB approvals, 
centralized contract and budget negotiations, site integration process and more... 

> Accelerated patient recruitment — 
materials development, call centers and media coverage 

> Site selection — A step-by-step approach 

> Performance-based contracts — Understand why and how to link "payment" 
to "performance" including iticentives and penalties 

> Pricing models and matrix — Use a standard per patient cost for all investigators 

>• Fixed Unit Pricing — More flexibility and less conflict with contract modifications 

>• Special issues in contracting with SMOs and other hypercomplex "web" entities 

>• Gain consistency between SMO-client and SMO-Affiliate site agreements 

— CHOOSE FROM 2 INTERACTIVE PRE-CONFERENCE WORKSHOPS JUNE 17,1999 — 

CBI's 
Pharmaceutical 
„ g Series 

WORKSHOP I 

Evaluate Academic Medical 
Centers as Alternative 
Study Conduct Models 

Academic Medical Centers ; 
are Delivering Results — 

Hear how AMC's respond to 
Sponsor demands for efficient 

study conduct models 

WORKSHOP II 

Information Technology — 
Providing SMOs with 

a Competitive Advantage 
Improve your 5 most critical management areas 

• Account Management 
• Operations Management 
• Clinical Data Collection . 
• Patient Recruitment 
• Financial Management 



— WORKSHOP I — 

Evaluate Academic Medical Centers as 
Alternative Study Conduct Models 

Ah' inte'raetive discussion of the iSsu'es'andippportumties .w 
'î  •respeGtip'clinical triMs^stritfegiesiiicces^^^ 'being':';;-':"';';'> 

!;• ,'/ .. /implementetl..at Academic. M^ical Centers. T̂ he coristrairits ; 
{*'. •, ,,. inh'ere'nt in..acade;riiia's',;n6n-[)rq% ,. 
{-'•,'•; ••'acadefnic research,missipri.are;far outweighed'by . t he ' ' ; ' y ' 
I . ' •••» ;'. advantages-of w6rkihg;.>yith. the thought'-Ifeadei?;in,the . 
I - . ' .- ..'jnvekigational fi'el.d'and d^ .* 
'"•'','; time'.'The'-foilowing 4 hour,:'in'te'r'active'discussion s!io.ws:;you . 
[<.'• ' w h y How, to'.iise'AMCs effideritiŷ ^̂ ^̂  • •. .• / • . f, ... 

;'.':.;7:30' 'WorkshopR^gistrnt ioi i i • •. 

. •'•., • 8':b0 .Workshop• Leaders 0̂^̂  •.,;;• •• '.•: •:'-

i . ,• I . AMC Models Competirig for Stiiidŷ ^̂  

V •, ; I I . Expiiore the Advantages aridiipisadvantages . ' ;' 
; V .' ; ' of Using Academic lyiedica Centers : . v ' ' 

' • •' Scientific expertise., .-. ;" , ' ' ' ;• ' '• . , .•• 
•..','.. ;.„ '•,' •: • •••'l^i^e;.diverjsepatient/i»pu}atic>n,\- ••'•• •", 
• • .,• '•' •;.. ''' ; Central clinical research office' ' .* .' • ;'' . •. ' 
' • ,. • ' . ''Sales,platform ' . . . i - ' . • ' ' , . . • •. • 
.'. •' • ' •..'. ', *.• Bureaucracy •'••;'. •'•' ' . ;.;•'-' '. • • 
•'^. i ' : ^ i''t • , ' .'rStandardizaticMi'With IRB ' '; • '''; '.,'•''; ;•. ;'•,;• 
,v. ; . ' ,' .' ̂ •••'DatabaSexdntTol' j ^' .. •' '['. '•' t - • .'c '" 

''.r . . ' • ;,r .'High impact publications; ' : ' • . ' . ' • • 

; I ^ Decreasinjg, Gontract;. , 
• '^'''y'";-.''Cy(:le Times ;.'•'.;'• '•:''• / '.:.' •., 

•'',- ,V , -.''-T'.Efficient 'cycling yields non-st'op process for; ' 
'' • contract conipletion • '• , , ' . . ' ..' ' / ,•• 

•'• Avoiding legal pitfalls—'the,key tp vyin-win ' •'".'' 
., • repeat business' ' ., '̂ ,. . ' • 'i ' 
: ' > Standardize'tHê apprbach for op'timaf,end result * 

rV. How AMGs are Budgeting to Stay Competitive 

I There will be a 20 rninute netw'orking.and refreshment break 'ar'IO:30 

' ;12j)0 Close of Workshop.'• ,. : '•'''. 

' — A b o u t Y o u r W o r k s h o p L e a d e r s — 
be'rihi.Dayl RN, MSPH/ls the Director dhhe.Comnnunity;Research'i*letiiyork arid 

. CFO of the Clinical Research Insti'tute at .the University of Rochester ivledicai. '.:•: 
Center;Prior to'this'position.Ms. Day.se'rve'd asBire'ctor of.ttie'CliriicalTrials 

, Coordination,Center at the University, of Rochester and administered both the .; .:'., 
'Parkinsdn':Study Group andlhe'Huntingtoh Study'Group>hich'are':iiitemational'' •" 
ĉonsortia of academic movement disorder, specialists. Ms. Day,received her. •• i . . . -
education!at the University'of North Caî oliha, (Chapel Hill), Arherican University / ' • 

• aiid.AlfredUniversity'.' '• ^ • '•"';:''•'.' '', • '"'• 
Eilzabeth C. Pratt (Lisa), is the.Pfesident and CEO of Health Research .' 

' Association: HRA-develops anii manages.all private industry sponsbredTesearch-
projects that are under the direction of the'.University'of .Southern Caiifomia School 
of Medicine'faciJIty.'lvis,. Pratt received an AB.degre'e'from Princeton University,' 
1980, and an ĤBA degree from Pepperdine Uiiiversity,'1984. '• • . ' • 
\\. Gilbert Smith, Ph.D., is the Associate Director of Diike University Office of . 

r Science andjechnoiogy, with responsibility foi' review,, negotiatiph and approval 
of all corrimerciaiiy sponsored research,agreements,-including cijhicai trlals,''and for 
patent and iicensing;activitie's relating to medical devices. Dr. Srriith joined Duke in 
ApriK1994 with over twelve years of industrial managerdent and R&D experiencd : 
an'd has held positions as Directpr.of Cfiemistry and Biochemistry," 
Dr'Srtiith received his'Ph.D.', froin the University pf Virginia,.M.S. from.Norttiwestern 

" University. Dr Smith holds four patents and has authored ' • . ' . : ' , 
'numerous scientific,publications.,. • ;• .... - ': • . ' ,;,. '•';• 

l a rke t S h a r e will L e a d to Ongoing Consoi 

Site Selection — How Sponsors/CROs/SMOs Choose 
High Performance SMO and Investigative Sites 
. .• A step-by-step approach to the selection process 

• What Sponsors look for during site and SMO 
^ .' selection 

• Sponsors expectations from investigative sites -
• Perfonnance metrics used 
•, Site strategies for getting selected for a study 

• • Defining roles of each partner . 
Moderator: Terry Osbom, Ph.D., President and CEO, 

Pharmaceutical Development Center 
Panelists: Mary Wester, R.N., B.S.N.:O.C.N., 
'• . Associate Director Imesligalor and Govemment Relations,.-

Quintiles Oncology Therapeutics 
David Carpenter, R.Pk, M.S., Associate Director, CNS 
Clinical Research, Development and Medical Affairs, . 
SmithKline Beecham 
Phil Tegeler, Director pf Operations Site Management 
Organizations, MDS Harris 

,' !4:45 

:;-{5:30 

Develop an Accelerated Patient 
Recruitment Program 

• Planning accelerated patient recruitment 
• Audience analysis 
• Materials development and use 
• Call centers 
• Generating media coverage 
• Events and intermediary groups 

Molly Matthews, President, Matthews Media Group 

Close of Day One 

-6:30 Wine & Cheese 
Networking Reception 

Join colleagues and friends in a 
relaxed setting. 

DAY TWO — Friday June 18,1999 
'I 

^.00 Continental Breakfast 

5;30 Chairman's Review of Day One 
Gary D. Lightfoot. CEO, 
Association of Clinical Research Professionals 

5:45 Enhance and Measure Performance of 
Investigative Sites When Working with Sponsor, 
CRO and SMO 
A case history is presented on how Sponsors and CROs 
can use metrics to measure performance 
of investigative sites. 

• Time to final budget/contract 
• IRB submission and regulatory document completion 
• Time to complete patient enrollment 
• Time to database closure 

Steve Rauscher, CEO, Affiliated Research Centers, Inc. 
John Potihoff, Director of Clinical Operations, PPD Pharmaco 
Marilyn Long, Clinical Research Manager, Bristol-Myers Squibb 
Pharmaceutical Company 

-8601 (781 -939-2438 outside the 



I 
tions, Good Execution of Strategy and St 

CONTRACTING THAT WORKS 

9:45 Risk and Risk Sharing — Regulatory and other 
Liability Considerations 

• What are the risks for the vendor and client 
• Consistency between SMO-Client and SMO-Affiliate 

site agreements 
• Special issues in contracting with SMO and other 

hypercomplex "web" entities 
>• verificadon of site specific issues 
>• intellectual property issues 
>• financial disclosure 

audit independence 
~>- indemnification and other risk management issues 

Gary £. Gamerman, MS., J.D., Altomey at Law, 
Heller Ehrman White & McAuliffe 

10:30 Networking & Refreshment Break 

11:00 Performance-based Contracts — Assuring 
Timeline Adherence with Financial Accountability 

• Demonstrate the utility of performance-
based contracts 

• Understand the why and how to link "payment" 
to "performance" 

• Roles of subcontractors in performance-based contracts 
• How to use incentives and penalty clauses to 

your benefit 
• How well written conu-acts will assist your project 

management function 
• Evaluate use of full project vs. single study contracts 

Charles R. Bradley, Direaor of Clinical Operations, 
Guilford Pharmaceuticals, Inc. 

12:00 Luncheon 

2:00 

APPLYING PRICING AND INCENTIVES 

Deciding When and How to Use Incentives 
• Objectives and types of incentives 
' Benefits and risks of using incentives 
' Model use of incentives 

Mark R. Lange, Counsel jor Legal {Regulatory Affairs-LRL), 
Ell Lilly and Company 

Pricing Models and Matrix — How SMO's and 
Sponsors Work Together to Contain Costs and 
Remain within Budget 

• Defining who is responsible for what costs 
• Pricing structure — per patient cost 

Pricing matrix 
Streamlined contracting — single contract between 
SMO and sponsor 

• Standard per patient cost for all investigators within the 
SMO 

• Bonus payments 
Unw Storm, MBA, Clinical Business Analyst, Biogen, Inc. 
Daniel Freedmaii, Ph.D., Clinical Projea Manager, Biogen, Inc. 

S.) or Fax 781 -939-2490. Registe 

— WORKSHOP II — 

Information Technology —Providing' 
SMOs with a Competitive Advantage 

An SMO's qompetitive advantage is based on inventory 
(patients, physicians), process and infrastructure. Without • 

• these components, SMOs do hot bring sufficient value to the 
clinical research process. Information technology is a critical 
aspect of an SMO's infrastructure; indeed it is a measure of 
the SMO's likely effectiveness. Learn how to streamline the 
clinical trial process and understand how a centralized, real­
time database provides complete business process integration. 

7:30 Workshop Registration . 

.8:00 

i. 
' Workshop Leaders' Opening Remcirks 

Information Technology Serves 
the SMO in 5 Critical Ways 
• Account Management 

, •', Operations Management 
• Clinical Data Collection 
•• Patient Recruitment 
• 'Financial Management 

II . Presenters Engage the Participants in a 
Discussion on Each Application, 
with Special Emphasis on the First Three 

In each application, we will present on: 

• Typical SMO Business Requirements 
. • Technology Architecture Alternatives 

• Build vs. Buy 
• Cost Considerations, Short and Long Term 
• Internal Siipport Requii-ements • 
• linplementation Implications 
• Integration Issues 
• Coordination with Sponsors/CROs 

Participants are encouraged to prepare examples from 
personal experience and problems or issues they are 
wresding widi, for sharing and group discussion. 

There will be a 20 minute networking and refreshment break at 10:30. 

nm^ Close of Workshop 

— A b o u t Y o u r W o r k s h o p L e a d e r s — 

Ronald S. Waife is President of Waife & Associates; Inc., which has served over 
sixty clients since 1993, providing technology, business and marketing consulting 
to clinical research sponsors, CROs, SMOs and investors. Mr. Waife has consulted 

• to SMOs since 1995 on IT priorities and marketing tactics. Prior to starling his 
own firm, he served in executive positions In high-tech companies and an 
international health foundation. He holds undergraduate degrees from Johns 
Hopkins and a master's from Harvard. • 

Michael Vernia is Senior Vice President and CIO of Protocare Inc., the parent 
company of Protocare Trials, a major national SMO based in Los Angeles. Prior to 
joining Protocare, Mr. Vernia served for over nine years as the senior technology 
executive at Value Health-Sciences, ultimately becoming Sr Vice President and 
Chief Information Officer Mr Vernia received̂ his BSc and MSc degrees in 
Computer Science from the Technion, Israel Institute of Technology 

Paul Blelcher, M:D., Is Chairman and Chief Scientific Officer of Phase ForwanI 
Incorporated, providers of Internet-based clinical data nianagement.products 
and servjces to pharmaceutical, biotechnology and medical devise companies. 
Dr Bleicher founded and moderated the Internet-based Clinical Trials Mailing List, 
is the Information Technology Editor of www.clinmark.com, and senes on the 
editorial board of the Dermatology Online Journal. He is a member of the DIA 
Steering Committee of the Americas. 



"[The SMO industry 's] Batt le for Market S h a r e will L e a d to Ongoing Consoi 

MAIN C O N F E R E N C E 

DAY ONE — Thursday June 17,1999 

12:00 Registration & Refreshments 

1:00 Chairman's Welcome and Opening Remarks 
Gary D. Lightfoot, CEO, 
Association of Clinical Research Professionals 

SMO MODELS & VALUE ADDED SERVICES 

f. 

[1:15 pifferentlate and Re-Eyaluate SMOs — Idehtify 'J 
: arid (Compare the Studŷ ^ Conduct Mbdiels • • ' 

tJnderstand^the different;_rhodelsi , • ... y.'.'!\ 
':•>'owried sites •• / f •'' . ' : - ': 

'>• affiliates ';.' :•'} . •.' • ..' '•., '/.'•'. '•: i ' ' - ' •' 
rietwork;'gfoups',' • • • . . i '|' V. ,̂ ' 

.;. v> hybrids • ."- ' ' ' i^Y 
., • What'makes therii,different? '; : ' • • , •• • , 
\!.> How.do they.add:value?' . • ''•>' • •',;• . ;'" .~:| 
•Mokerator':/Gary DyUghifooî 'CEO, • ' V ' v , 

' • .:' .Assoblatidn of Clinical ResearchPrpfessio^ 
Panelists: • ' William H. Stigelman, Jr. Pharm.D., Vice President- . •• , • 

'..,'•. AffiliattSite Relations; ': '..i'...' ',,'•'•. ''\. 
Collaborative; Clinical ResMrch, Inc.̂ v 

.... •• ' .'.'T ' .RobehE.̂ Comvdy Executive Vice ^ '̂J 
, .V'* .,'''Hiil,To{).Research', -f i-„ ' 

;• .V ^ Roy'Fleischmann:M,D.,'Chief.Scieî ^̂ ^̂  
.. v . .RheumatqlpgyResiearchInternational̂ ;''̂  

'• '-V,:' .' Darren Bldcici'CEO:-C\\r\Care ^.•••' !. '•, '".V: •''''::'-. 

2:15 Identify Value Added Benefits to Attract and 
iVIaintain the Sponsor's Attention 

• Rapid study start-up time 
• Patient recruitment 
• Quality assurance and process standards (SOPs) 
• Staff training and accreditation 
• IRB approvals 
• Centralized contract and budget negotiations 
• Site integration processes 

Paul G. Conway Ph.D., Vice President, Project Management 
and Clinical Services. Clinical Studies Ltd. 

3:00 Networking & Refreshment Break 

3:15 CRO/SMO Mergers — Full Service Providers 
for Clinical Trial Product Development 

• What is a hybrid? 
• Efficiencies of one service provider 
• Corrmiunication issues 
• Combined field operations 
• Is there a conflict of interest with a CRO/SMO 

acting as one? 
• Advantages and disadvantages of the merger 

Jeff Jensen, Vice President Operations, INC Research 

4:00 Site Selection — How Sponsors/CROs/SMOs Choose 
~ High Performance SIVlp and Investigative Sites 

.• A stepTby-step approach-to the selection process 
• What Sponsors look for during site and SMO 

selection 
• Sjjonsors expectations from investigative sites 
• Perfonnance rhetrics used 
• Site strategies for getting selected for a study 
• Defining roles of each partner : 

Moderator:-Terry Osbom, Ph.D., President and CEO, • 
Pharmaceutical Development Center 

• Panelists: MaryWester. R.N., B.SN., O.CN., 
Associate Director Investigator and Government Relations, 
Quintiles Oncology Therapeutics 
David Carpenter, R.Pk, M.S., Associate Director, CNS 
Clinical Research, Development and Medical Affairs, 
SmithKline Beecham 
Phil Tegeler, Director of Operations. Site Management 
Organizations, WS Harris 

4:45 Develop an Accelerated Patient 
Recruitment Program 

• Planning accelerated patient recruitment 
• Audience analysis 
• Materials development and use 
• Call centers 
• Generating media coverage 
• Events and intermediary groups 

Molly Matthews, President, Matthews Media Group 

5:30 Close of Day One 

5:30—6:30 Wine & Cheese 
Networking Reception 

Join colleagues and friends in a 
relaxed setting. 

DAY TWO — Friday, June 18,1999 
8:00 Continental Breakfast 

8:30 Chairman's Review of Day One 
Gary D. Lightfoot, CEO, 
Association of Clinical Research Professionals 

8:45 Enhance and Measure Performance of 
Investigative Sites When Working with Sponsor, 
CRO and SMO 
A case history is presented on how Sponsors and CROs 
can use metrics to measure perfonnance 
of investigative sites. 

• Time to final budget/contract 
• IRB submission and regulatory document completion 
• Time to complete patient enrollment 
• Time to database closure 

Steve Rauscher, CEO, Affiliated Research Centers, Inc. 
John Potihoff. Director of Clinical Operations, PPD Pharmaco 
Marilyn Long Clinical Research Manager, Bristol-Myers Squibb 
Pharmaceutical Company 

lo Register Call Ibll Free 800-817^8601 (781-939-2438 outside the 



itions, Good Execution of Strategy and Survival of the Fittest." -^J'^'^T^l' .a.. 
' ~ " On mure Trends, Spring 1998 

CONTRACTING THAT WORKS 

9:45 Risli and Risk Sharing — Regulatory and other 
Liability Considerations 

• What are the risks for the vendor and client 
• Consistency between SMO-Client and SMO-Affiliate 

site agreements 
• Special issues in contracting with SMO and other 

hypercomplex "web" entities 
>> verification of site specific issues 
>• intellectual property issues 

financial disclosure 
>• audit independence 
>- indemnification and other risk management issues 

Gary E. Gamerman, MS., ID., Attorney at Law, 
Heller Ehrman White & McAuliffe 

10:30 Networking & Refreshment Break 

11:00 Performance-based Contracts — Assuring 
Timeline Adherence with Financial Accountability 

• Demonstrate the utility of performance-
based contracts 

• Understand the why and how lo link "payment" 
to "performance" 

• Roles of subcontractors in performance-based contracts 
• How to use incentives and penalty clauses lo 

your benefit 
• How well written contracts will assist your project 

management function 
• Evaluate use of full project vs. single study contracts 

Cliarles R. Bradley, Director of Clinical Operations, 
Guilford Pharmaceuticals, Inc. 

12:00 Luncheon 

APPLYING PRICING AND INCENTIVES 

Deciding When and How to Use Incentives 
• Objectives and types of incentives 
' Benefits and risks of using incentives 
Model use of incentives 

MarkR. Lange, Counsel for Legal (Regulalnry Affairs-LRL), 
Eli Lilly and Company 

2:00 Pricing Models and Matrix — How SMO's and 
Sponsors Work Together to Contain Costs and 
Remain within Budget 

• Defining who is responsible for what costs 
• Pricing structure — per patient cost 
• Pricing matrix 
• Streamlined contracting — single contract between 

SMO and sponsor 
• Standard per patient cost for all invesdgators within the 

SMO 
• Bonus payments 

Uma Storm, MBA, Clinical Business Analyst, Biogen, Inc. 
Daniel Freedman, Ph.D., Clinical Projecl Manager, Biogen, Inc. 

2:45 Fixed Unit Pricing — 
A Measurable Management Tool 

More flexibility and less conflict with contract 
modifications 

• Fair pricing and compensation 
• Improved site management — creating better 

management tools for the SMO 
• Shortened contract negotiation 

Mark Slama, Manager, Bids and Contracts, MDS Harris 

3:30 Networking & Refreshment Break 

STANDARDIZATION AND QUALITY 

3:45 Partnerships Between Sponsors, CROs and 
SMOs — Expectations and Opportunities 
Understand how Sponsor/CRO/SMO work together to succeed 
and what perfonnance measures sponsors need to put in place 
to maximize ROI with CROs and SMOs. 

• Selecting partners vs. vendors 
• Resourcing operauons and business needs 
• Setting expectations 
• Partnering smarter 
• Measuring success 

Bruce Maloff, Vice President Business Developmenl, Quintiles 

4:30 Sponsor/CRO Usage Practices of SMOs — 
Impact on Quality, Speed and Costs 

• Overview of SMO market in the U.S. and Europe — 
Current and future market trends 

• How are Sponsors and CROs using Site management 
organizations 

• How do SMOs compare to independent sites? — 
A review of a new CenierWatch survey 

• Market changes and implications on future SMO usage 
Annick de Bruin, Research Analyst, CenterWatch 

5:00 Close of Main Conference 

Maximize Your Networking Opportunities 
Don't miss the opportunity to network and showcase your products 

and services. CBI's Site Management Organizations 
conference offers you an excellent opportunity to maximize your 
1999 marketing dollars through these showcase opportunities: 

Program Sponsorship 
Luncheon Sponsorship 
Networking Break Sponsorship 

Cocktail Reception 
Tabletop Exhibit 
Advertising in the Compendium 

If you are Interested in sponsorship & exhibit opportunities, 
please call Chris Currie at 781-939-2503 or fax 781-939-2495. 

.S.) or Fax 781-939-2490. Register on our website at www.cbinet.com 



mmam 
Utilize SMO Value-Added 
Services to Reduce Cycle Times 
and Improve Data Quality 
JUNE 17 - 18, 1999 • BOSTON MARRIOTT COPLEY PLACE • BOSTON, MA 

/ ::^eri^1s WHat l^re i f io^ 
" Attendees Had to Say: 

I ' . '„',GB|,ran'one of the most professional'and useful.: 
'conferences 1 have attended in this area'',. • ' 
: ; —' Ron Co/ien, Pres/denf and CEO, Acorda Therapeutics ' 

"A very useful meeting — several good presentations 
that discussed what CROs/SMOs can and can't do. " 

' — Dan Levitt, Senior Vice President 
of Clinical and Regulatory Affairs, Protein Design Labs, Inc. 

"Good networking." 
— Richard Musselman, Senior Director, R&D, Searle 

"Very good topics covering the spectrum of issues that 
everyone in the contract research Industry experiences 

• at one tinne or another." 
. - —EdrriondPlaikowgki, Senior Business Analyst,: 

R&Pi Schwartz l?harma . : ,i ' 

Compendiums 
WISH YOU WERE HERE! 
Fortunately — if you can't attend — you can 
still be Informed of the latest developments In 
site Management Organizations by purchasing 
the Conference Compendium. Simply check the 
appropriate box on the registration form and 
send It with your payment of just $298. 
Your copy of the proceedings will be mailed 
Immediately following the conference. 

I Registration Fee: 
Save $295 by registering for the conference and workshop 
at $1795. The registration fee for the 1 '/i-day conference 
only is $1395; Workshop only is $695. Fee includes 
continental breakfast, lunch, refreshments and conference 
compendium. Please make checks (in U.S. funds drawn on a U.S. bank) 
payable to The Center for Business Intelligence, LLC. 

I Team Discount: 
Your organization may send 1 executive FREE for every 3 delegates 
registered. All registrations must be made at the same time lo qualify. 

I Venue: 
Boston Marriott Copley Place 
110 Huntington Avenue 
Boston, MA 02116 
Tel: (617) 236-5800 • Fax: (617) 236-5885 

I Discount Accommodations & It-avei: 
Contact the hotel directly by May 26,1999 to qualify for special reduced 
rates. CBI's official travel service, Travel Concepts, can negotiate low group 
air fares and car rentals. Call them at 800-640-8082 (508-879-8600 outside 
the U.S.) Mention that you are attending CBI's Site Management 
Oixianlzatlons conference to qualify for hotel and travel discounts. 

Substitution & Canceliatlon: 
Your registration may be transferred to a member of your organization 
up to 24 hours in advance of the conference. Cancellations received in 
writing on or before June 3,1999 will be refunded, less a $195 
administrative charge. No refunds will be made after this date; however, 
the registration fee less the $195 administrative charge can be credited 
to another CBI conference if you register within 6 months from the date 
of this conference. In case of conference cancellation, CBI's liability is 
limited to refund of the conference registration fee only. CBI reserves the 
right to alter this program without prior notice. 

Satisfaction Guaranteed: 
CBI stands behind the quality of its conferences. If you are not satisfied 
with the quality of the conference, a credit will be awarded towards a 
comparable CBI conference of your choice. 

5 Easy Ways t o Reg is te r 

Tlie Center for Business Intelligence. IIC 
500 West Cummings fW<, Suite 5100, Wobum, MA 01801 

Bulk Rule 
U.S. Posiage 

PAID 
Gallery 

Reg is t ra t i on Card 

DO NOT REMOVE MAILING WBEL. PLEASE RETURN ENTIRE FORM. 

O YesI Please register me for the Site Management Organizations conference. 

O Conference 5 Pre-Conf. Workshop I O Conference & Pre-Conf. Woitehop Ii O Conference Only 

O Wortotiop I Cniy O Workshop II Only O We would like to take advantage of the TEAM DISCOUNT (see left for details) 

O I cannot attend. Please send me a compendium. 

PRIORITY CODE (appears below mailing address): 

1.NAME POSITION 

2. NAME POSITION 

3. NAME POSmON 

4. NAME POSITION 

COMPANY DIVISION 

ADDRESS 

CITY STATE/COUNTHY ZIP/POSTAL CODE 

TELEPHONE • FAX E-MAIL 

AUTHORIZED SIGNATURE 

Payment Options: Payment in fuil is required to process registration 

O Enclosed is a check for payment in full 

OMC/Visa: 

OAmex: 

NAME (AS APPEARS ON CARD) EXM 

CARDHOLDER SIGNATURE ?\easB photocopy tills torm lor additional delogates. 

WEBSITE 
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DESIGIV AlVD IVIAIVAGEIVIEIVT OF 

R&D Portfolio Strategies, 
Contract Negotiations, 
Financing and Managing 
Across Corporate Boundaries 

Hear a Case Presentation oh 
One of the Largest Biotech 

Deals in the Industry 

The MILLENNIUM/BAY£R ALLIANCE 
concept, negotiation and a review of : 
collaboration management 6 months 

after the ink has.dried! 

Hear from: 

Arqiile 
Cadus Pharmaceutical 

Hoechst Marion Roussei 
Pfizer Central Research 
RIgel Pharmaceuticals 

Sepracor, Inc. 
SIDDCO 

Ikansgene 
Wyeth-Ayerst Laboratories/ 
American Home Products 

Corporation 
and more... 

- FEATURED KEYIVOTE ADDRESS -

HEWLETT-PACKABD, a grandmaster 
of alliance management, presents a special 

cross-industry keynote address. Find out 
what pharmaceutical and biotech .. '' 

companies can learn from the collaboration' 
experiences of this high tech giant and 'the ' 

computer industry in general 

Organized By: 
The . 
CENTER/-
BUSINESS 
INTELLIGENCE 

cars 
Pharmaceutical 

.Series 
—̂ 

April B9-30, 1999 * iheratan Commander • Cambridge, IVIA 

• Integrate R&D alliance portfolios with corporate business strategies 

• Balance an external network in discovery research, 
technology acquisition or product acquisition 

• Know the most hotly contested terms and conditions of bio/pharm 
alliance agreements 

• Utilize advanced financing models to support your research 
collaboration — Equity investments, milestones, debt warrants, 
loan guaranties, co-promotions, non-cash assets and more 

• Learn how Wall Street assesses pharma/biotech partnering deals 

• Use consortia to provide small to midsize companies an 
R & D infrastructure comparable to big pharma 

• Explore organizational models for alliance management, 
including multi-functional alliance management teams 

• Manage competing interests in multi-party relationships — 
Decision structures and processes in project selection, 
rights allocation and conflict resolution 

• Successfully collaborate with universities while 
protecting product-driven proprietary information 

• Alliance terminations — The contractual 'pre-nup' as the 
basis for conflict avoidance in partnerships gone awry 

A FOCUS ON SPECIFIC TECHNOLOGIES 

C a m b i n a t a r i a l C h e m i s l i r y a n d 
G e n e T h e r a p y C a l l a b a m t i o n s 

A Special Post-Conference Workshop — Friday, April 30,1999 

Alliance Turnaround 
Tools, Metrics & Management Techniques 



"More than 40% of Pharmaceutical/Biotech Alliances 

The figures of geometric growth in pharmaceiitical strategic alliances are widely known. What is not often 
broadcast, however, is that after the negotiating is over, more than 40% of the collaborations do not meet the 
partners'expectations and many fail outright. 

This conference addresses practical measures required for the successful design and management of 
pharmaceutical alliances, from laying the groundwork in negotiations to managing the day-to-day collaboration 
long after the deal-making is done. Presentations cover topics such as: 

matchilig an alliance strategy to corporate goals; 
assessing the value of technologies for 
product development or acquisition; 
identifying and qualifying the right partner; 
financing the collaboration; 

negotiating deals with aligned objectives 
and clear expectations; 
building multifunctional teams for alliance management; 
handling conflict resolution; 
and contracting for equitable deal terminations 

This forum provides information critical to pharmaceutical and biotechnology business development teams, 
as well as financial, legal and R&D workgroups with an interest in managing successful R&D collaborations. 

M A I N C O N F E R E N C E 

Day One — Thursday, April 29,1999 

7:15 Registration and Continental Breakfast 

8:00 Chairperson's Welcome and Opening Remarks 
Alan Crane, Vice President, Business Development, 
Millennium Pharmaceuticals 

— Cross- Indus t ry Keyno te Address — 

8:15 I H I G H H E C H GlANT,!iS i N ^ ' H i i ^ 

EliORlBlWBWIACEUTICAI^jBToiiEGHl 
.COLLABORATiONJT 

In the fast paced business of computers, alliances 
are a recognized tool for fostering innovation and 
seizing market opportunities. By systematically 
docuriienting and codifying best practices in 
alliance management, Hewlett Packard has elevated 
itself to the level of grandmaster in technology 
collaborations. Meanwhile.'the.pace of innovation 
and complexity in drug discovery is increasing as 
well, yet pharmaceutical and biotech companies 
are still working their way up the learning curve 
in maximizing their collaborations. Find out what 
pharmaceutical and biotech companies can learn 
from the experiences of this high tech giant and the 
computer industry in general. 
Mark Chandler, Director of Business Development, 
Hewlett-Packard Corporation 

9:00 Integrating an Alliance Portfolio with 
Corporate Business Strategy 
Designing and developing an alliance portfolio of ideas, 
technology and products is essential for today's 
corporations. This presentation discusses the strategic 
considerations big pharma employs to develop successful 
external collaborations from a multitude of possibilities. 
Timely development and integration of the alliance 
network is necessary to support the corporation's 
competitive advantage. 

• Assess the value of new technologies for 
product development 

• Determine the relative need for either internal 
sourcing or acquisition of technology and products 

• Balance an external network in discovery research, 
technology acquisition or product acquisition to 
support your competitive advantage 

RaviKiron, Ph.D., Senior Alliance Analyst. Pflzet Central Research 

9:45 Networking and Refreshment Break 

10:15 

PANEL 
DISCUSSION 

Identifying and Evaluating Prospective Partners 
Successful collaborations are built upon a melding of 
corporate culture, corporate objectives, management style 
and market timing. This panel discusses the tools needed 
to determine a candidate's collaborative potential through 
market research, on-site visits and assessment of initial 
interactions. Both large and small company perspectives 
on partner evaluations are presented. 

• Narrow down the field of possible partners to 
manageable numbers 

• Catch "warning signs" before committing to a deal 
• Set the stage for faster deals and successful collaborations 

Moderator: Mark A. King, President, Kendall Strategies, InC 
Panelists: Warren Lackstroin, Vice President, Kendall Strategies Inc.; 

former Vice President, Business Development, 
Boehringer Ingelheim Pharmaceuticals, Inc. 
David S. Barlow, President Pharmaceuticals, SepraCOr, Inc. 

T o R e g i s t e r C a l l Tol l F r e e 8 0 0 - 8 1 7 - 8 6 0 1 C 



6 Not Meet Partners' Expectations." — PricewaterhouseCoopers, May 1998 

11:15 Keys to Success in Negotiating Pharmaceutical 
R&D Alliances 
While much of the work in a collaboration occurs after the 
final deal-making, it is this first stage that lays down the 
framework for the partnership, both on paper and in the 
working relationship. 

• Gathering facts about your own and your potential 
collaborator's interests, resources and commitments 

• Navigate through the three phases of negotiation: 
investigation and evaluation, drafting and negotiating 
the term sheet and negotiation of the final 
Definitive Agreement 

• Align interests — Creating strong links between 
business plans of both partners 

• Establish clear and effective communication across the 
negotiation table 

• Working and re-working the non-binding term sheet 

• Avoid legal and procedural logjams on the way to 
the Definitive Agreement 

Brian Cunningham, COO, RIgel Pharmaceuticals; 

former Vice President and General Counsel, Genentech 

12:00 Luncheon 

1:15 The Bayer/Millennium Alliance — 
Beyond WinAVin 
Alliances that have the potential to fundamentally transform 
companies can create extraordinary value. This presentation 
describes a mutually transforming alliance that: 
1) will enable Bayer to alter its basic drug discovery process 
and significantly increase productivity and 
2) will allow Millennium to realize its aggressive objectives 
for forward integration. Key elements of the presentation are: 

• Development of a transforming alliance concept 

• Design of an alliance structure that maximizes value 
creation and likelihood of success 

• The negotiation — An inside look at closing the deal 

• After the ink dries — Management of a 
complex relationship 

Alan Crane. Vice President, Business Development, 
Millennium Pharmaceuticals 

UPCOMING CBI PHARMACEUTICAL EVENTS 

Dietary Supplements 
February 24-26 • Washington,' DC 

Global Pharmacovigllance 
March 22-23 • Washington, DC 

Latin American 
Bio/Pharmaceuticals 

March 24-26 • Miami, FL 

Generic Drugs 
May 20-21 • Washington, DC 

International Stability Programs 
May 20-21 • Philadelphia, PA 

Managing Clinical Trials 
over the Internet 

May 24-25 • Washington, DC 

2:00 Key Terms and Provisions of Pharmaceutical 
Alliance Agreements 
This session focuses on the most hotly contested terms and 
conditions of pharmaceutical strategic alliance agreements. 
In particular, provisions relating to: 

• Rights of first offer and first refusal 
• Rights of reversion 
• Limitations on the scope of license grants and similar 

provisions to be dealt with 
• Numerous case examples are presented 

Michael Lyiton, Partner, Palmer & Dodge 

2:45 Financing Methods to Support Your 
Research Collaboration 
Biotech companies are seeking collaboration revenue as an 
alternative to dwindling venture and public capital 
financing, while large pharmaceutical companies look to 
make investments in new technology while minimizing 
their downside risk. This session provides an opportunity to 
explore the spectrum of possibilities in financially 
supporting collaborative research that will meet the 
objectives of both parties. Specific case studies will be 
analyzed in detail. Topics covered include: 

• Equity investments 
• Fund raising 
• Non-cash assets 
• Milestone terms, payments and timing 
• Debt warrants 
• Loan guaranties 

Phil Sussman. Vice President, Business Development, 
Cadus Pharmaceutical 

3:30 Networking and Refreshment Break 

4:00 R&D Partnering as Viewed by Wall Street 
Wall Street often views the specific type of partnering 
decision as an irrevocable progression toward a certain 
business plan and corporate structure. With this in mind, 
framing the deal in a positive way is important since Wall 
Street's evaluation of a corporate partnership can have a 
lasting positive or negative effect on a small company's 
stock price. This session describes some of the key 
parameters that Wall Street (rightly or wrongly) uses to 
think about partnering deals. 

• Upfront money versus downstream payments 
• Strong versus weak partners 
• Full integration versus the traditional royalty model 

• Collaborations between biotech companies 
AlexZisson, Senior Research Analyst, Hambrecht & Quist 

4:45 The Consortium as a Financial and 
Business Model 
By pooling their resources in a consortium, small to midsize 
companies can create an R & D function infrastructure with 
capabilities comparable to that of a large pharmaceutical 
company. In a shared risk arrangement, each consortium 
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partner gains access to the larger technology effort, while 
only contributing a fraction of the financing. 

• Understand the need, aims and objectives of a 
consortium 

• Sharing technology developments and know-how 

• Financing operations entirely through 
collaboration contracts 

• Integrating consortium activities into client drug 
discovery programs 

• Determining ownership of technology 
Colin Dalton, Ph.D., Executive Vice President, Business Development, SIDDCO 

5:30 Close of Day One 

6:30 Wine & Cheese 
Networking Reception 
Join colleagues and friends in a 
relaxed setting. 

Day Two — Friday, April 30,1999 

7:30 Continental Breakfast 

8:00 Chairperson s Welcome and Opening Remarks 
Undo C. Hogan, Senior Director, Licensing and Alliances, 
Hoescht Marlon Roussei 

8:10 Multi-functional Alliance Management Teams 
• Rationale for alliance management 

• Organizational models for alliance management 

• Structuring a multi-functional alliance 
management team 

• The HMR experience 
Linda C. Hogan, Senior Director, Licensing and Alliances, 
Hoechst Marion Roussei 

8:50 Managing Multi-party Relationships 
Multi-party collaborations provide a means of leveraging 
financial and technological resources across several parties. 
TTie challenge of achieving these benefits lies in balancing 
the competing interests of the collaborators to achieve a net 
positive output for all parties. Issues which can either 
impede or encourage success include project selection, 
conflict resolution and rights allocation. The presentation 
explores these issues in multi-party commercial/academic 
collaborations as well as in 2 'A party collaborations 
wherein the third party is a quasi-autonomous subsidiary. 

• Multi-party rights allocation 

• Project selection and change management 

• Multi-party decision structures and processes 

• Use of success markers to encourage alignment 

Keith Dionne. Ph.D., Director, Technology Development & Collaboration 
Management, Millennium Pharmaceuticals 

9:30 Networking and Refreshment Break 

—' Specia l Focus on Technologies, -r 
9:50 Combinatorial Chemistry Alliances-— 

Responding to a Changing Market 
The. market for combinatorial chemistry has rapidly changed 
over the past three years as the demand and availability of 
cbmppund libraries has increased. This jjresentation explores 
the evolution of Arqule's'business model for establishing 

• corporate alliances in a changing marketplace. • 
, - John M. Sorvillo, Ph.D., Vice President, Business Development, Arqule. 

10:30 Exiamination of a Gene Therapy Collaboration 
between Schering-Plough and TVansgene 
Technology platform alliances present unique challenges 
and opportunities that must be addressed to close a deal 
and successfully achieve the parties' niutual otijectives. 
The partriership between Schering-Plough and Transgene 
in the field of adenoviral gene therapy is examined as a 
rnodel technology platform alliance. 

• What attracts two companies to one another 
• Generating excitement throughout the organization 
• Aligriing objectives towards mutual value creation 
• Establishing deal structure 
• Valuation, management of risk and timing of 

financial returns 
• Ensuring a successful working relationship and 

achievement'of mutual objectives 
Alfred Slanelz, Ph.D., Vice President, Business Developmenl, Transgene 

11:10 Successfully Collaborating with Universities 
Collaborations with academic departments are on the rise, 
as universities scramble for new sources of funding, and 
industry seeks access to brain power But the marriage of 
two distinct research environments, one based on product-
driven proprietary information, the other based on 
academic freedom and open exchange of ideas, causes its 
own unique problems not encountered in other 
collaborations. This presentation explores effective 
methods for dealing with: 

• Publication delay and review 
• Sharing proprietary information in an 
open environment 

• Corporate and academic governance of the 
collaborative project 

• Minimizing academic conflicts of interest 
Gregory Gardiner, Ph.D., Director, Office of Cooperative Research, 
Yale University 

12:00 The Contractual "Pre-Nup" as the Basis for 
Conflict Avoidance in Collaborations Gone Awry 
Whether brought upon by a missed milestone, changes in 
technology or perhaps a reprioritization of a pharmaceutical 
company's research programs, even the best deals can go 
south. This discussion centers on contractual provisions that 
one should consider in establishing: 

• The right to terminate: by which party; under 
what conditions; and who establishes that those 
conditions exist? 

• Rights upon termination: who gets what, and under 
what terms, should "divorce" be upon us? 

Mark Ijee, PhD., Vice President, Worldwide Licensing, 
Wyeth-Ayerst Laboratories/American Home Products Corp. 

12:40 Close of Main Conference 

I s t e r o n o u r w e b s i t e a t w w w . c b i n e t . c o m 



9 POST-CONFERENCE WORKSHOP — FRIDAY, APRIL 30,1999 

Alliance Turnaround 
Tools, Metrics & Management Techniques 

A healthy alliance requires managers to accomplish two 
fundamental tasks. First, they must structure and negotiate 
a contract that benefits both sides. Second, they must 
develop a strong inter-firm relationship that allows the 
implementation team to accomplish the goals and 
objectives of the alliance. 

Most companies have been successful at structuring and 
negotiating a fair contract. The use of experienced legal, 
corporate development, tax and accounting staff reduces 
much of the uncertainty in the alliance creation process. 
The same cannot be said for the relationship development 
stage. Alliance managers cannot call upon staff personnel 
who understand the complexities of inter-firm cooperation, 
the dynamics of relationship building and the intricacies of 
coordinating resources across corporate boundaries. In fact, 
most companies have difficulty building strong inter-group 
relationships internally. Worse yet, managers responsible 
for implementing these alliances are called upon to develop 
inter-firm relationships during the early days of the alliance 
when workloads are heavy, time horizons short and 
company structure and culture differences hamper 
communications. Many alliances begin to fail simply 
because the partners were not able to develop strong 
inter-firm working relationships. 

This workshop provides participants with the tools, metrics 
and management techniques needed to facilitate an alliance 
turnaround and get newly formed alliances off to a healthy 
start. You are invited to share any non-proprietary tools, 
metrics and training techniques that they have employed. 
Participants specifically learn: 

— A b o u t Y o u r W o r k s h o p L e a d e r — 
Gene Slowlnsky is the Director of Strategic Alliance Studies at the Graduate 
School of Management, Rutgers University and a managing partner In the 
Alliance Management Group, a consulting firm devoted to the formation and 
management of strategic alliances. Prior to forming the Alliance Management 
Group, he held management positions at Novartis and Bell Laboratories. 
In addition to a Ph.D. In Management, Dr Slowlnsky holds an MBA and a 
Masters Degree In the sciences. For the last 17 years, Dr Slowlnsky has 
consulted and conducted research on the formation and management of 
strategic alliances. Mis clients include GlaxoWellcome, Johnson & 
Johnson, Ethlcon, Becton Dickinson, Searle, Cadus Pharmaceutical 
Company, Bayer, Chiron, NexStar Pharmaceuticals, Genalssance 
Pharmaceuticals, Protein Polymer Technologies, Pfizer, Merck 
and many other firms. 

. 1:45 Workshop Leader's Welcome and Opening Remarks 

I . Tools For Following the Performance of 
the Relationship 

I I . How to Implement the Successful Integration 
of Resources and Talents of the Two Firms 

I I I . How to Link Decision Making Structures of 
the Two Firms 

IV. Strategies for Reporting the Value of the Alliance 
to the Senior Management of Both Parent Firms 

V. How to Ensure that the Alliance Wil l Compete 
Effectively for Internal Resources in Each 
Parent Company 

V I . The Anatomy of an Alliance and How that 
Anatomy Directs 1\irnaround Strategy 

V I I . Methods to Assess Cultural and Other Barriers 
to Success, and Leverage Points in an Alliance. 
Actions to Take Once Those Differences 
Are Understood 

V i n . Conflict Resolution Strategies for 
Implementation Managers 

IX. What Marriage Councilors Have to 
Teach Us About Alliance Management 

5:00 Close of Workshop 

There will be a 15-mlnute networking and refreshment break at 3:30 pm 

Maximize Your Networking Opportunities 
'. Dph'f miss the opportunity to network and showcase .your 
products and services to seniof-level decision makers involved 

in forming biotech & iDharmaceutical collaborations.-i 
CBI's Pliiimiaceiitlcal/Blotech R&D Alliances confereiice 
offers you an excellent opportunity,to maximize your 1999 
marketing dollars tlirbugh these showcase ojjportunltles: 

• Program Spohsorshlp ^ ' • Cocktail Receptjon 
• Luncheon Sponsorship . • Tabletop Exhibit 
• Networking Break Sponsorship • Advertising In the Compendium 

If you are Interested In sponsorship & exhibit opportunities, 
please call Stuart Steller at 781 -939-2411 or fax 781 -939-2495. 

To Register Call Toll Free 800-817-8601 (outside U.S. call 781-939-2438) or Fax 781-939-2490 



D E S I G I M AlVD IVlAl\lAGEIVIEi\iT OF 
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R&D Portfolio Strategies, 
Contract Negotiations, Financing and 
Managing Across Corporate Boundaries 

Compendiums 
WISH YOU WERE HERE! 

Fortunately — if you can't attend — you can 
still be informed of the latest developments 
in Phannaceutlcal/Blotech R&D Alliances by 
purchasing the Conference Compendium. . 
Simply check the appropriate box on the 
registration form and send It with your payment 
ot just $298. Your copy of the proceedings will 
be mailed immediately following the conference. 

i Registration Fee: 
Save S295 by registering for the conference and workshop 
at $1795. The registration fee for the 1 W-day conference 
only is $1395; Workshop only is $695. Fee includes 
continental breakfast, lunch, refreshments and conference 
compendium. Please make checks (in U.S. funds drawn on a U.S. bank) 
payable to The Center (or Business Intelligence, LLC. 

I Team Discount: 
Your organization may send 1 executive FREE for every 3 delegates 
registered. All registrations must be made at the same time to qualify. 

I Venue: 
Sheraton Commander Hotel 
16 Garden Street 
Cambridge, m 02138 
Tel: 617-547-4800 • Fax: 617-234-1302 

I Discount Accommodations & Traveh 
Contact the hotel directly by March 29,1999 to qualify for special reduced 
rates. CBI's official travel service. Travel Concepts, can negotiate low group 
air fares and car rentals. Call them at 800-640-8082 (508-879-8600 outside 
the U.S.) Î ention that you are attending CBI's Pharmaceutical/ Biotech 
R&O Alliances conference to qualify for hotel and travel discounts. 

Substitution & Canceilation: 
Your registration may be transferred to a member of your organization 
up to 24 hours in advance of the conference. Cancellations received In 
writing on or before April 15,1999 will be refunded, less a $195 
administrative charge. No refunds will be made after this date; however, 
the registration fee less the $195 administrative charge can be credited 
to another CBI conference if you register within 6 months from the date 
of this conference. In case of conference cancellation, CBI's liability Is 
limited to refund of the conference registration fee only CBI reserves the 
right to alter this program without prior notice. 

Satisfaction Guaranteed: 
CBI stands behind the quality of Its conferences. If you are not satisfied 
with the quality of the conference, a credit will be awarded towards a 
comparable CBI conference of your choice. 

5 Easy Ways t o Reg is te r 

H i g h l i g h t s o f A t t e n d i n g 

— Cross-Industry Keynote Presentation — 

HEWLETT-PACKARD 

— Alliance Case Studies — 

BAYER/MILLENNIUM 

SCHERING-PLOUGH/TRANSGENE 

— Special Focus on Technologies — 

COMBINATIONAL CHEMISTRY 
AND GENE THERAPY 

- Post-Conference Workshop — 
Friday, April 30, 1999 

ALLIANCE TURNAROUND 

The Center for Business Intelligence. LLC 
500 West Cummings Parti, Suite 5100, Wotium, MA 01801 

Bulk Rme 
U.S. Posiage 

PAID 
Gallery 

Reg is t ra t i on Card 

DO NOT REMOVE MAIUNG LABEL PLEASE RETURN ENTIRE FORM. 

O YesI Please register me for ttie Phannaceutlcal/Blotech R&D Alliances conference. 

O Conference & Workshop O Conference only O Workshop only 

O We would like lo taka advantage ol me TEAM DISCOUMT (see left for delalls) 

o I cannot attend. Please send me a compendium Please send me Information on the 

PRIORfTY CODE (appears below mailing address): 

l.NAME POSITION 

2. NAME POSITION 

3. NAME POSITION 

4. NAME POSirON 

COMPANY DMSION 

ADDRESS 

ClTlf STATE/COUNTRY ZIP/POSTAL CODE 

TELEPHONE FAX E.MAIL 

AlflHORIZED SIGNATURE 

P a y m e n t O p t i o n s : Paymen t in ful l is requ i red t o p r o c e s s reg i s t ra t i on 

o Enclosed is a check for payment in fuil 

OMC/Visa: 

OAmex: 

NAME lAS APPEARS ON CARD) 

CARDHOLDER SIGNATURE 
Please ptiotocopy this form for additional delegates. 

WEBSITE 
www.i:l)lnet.coni 

E-MAIL 
registrai®cl)lnelcom 
Please Include all information 
requested on regislralion card. 

MAIL 
Registration Dept. 
The Center lor Business Intelligence, LLC 
500 West Cummings Paik, Suite 5100, Wobum. MA 01801 

REGISTER TODAY! CALL TOLL FREE 800-817-8601 
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Optimize the Internet to Attract, 
Screen, Motiuate and Retain 
Participants in Multi-Genter Clinical Trials 

/ Ctioose \ 
from Two 

Pre-Conference 
Workshops 

Sunday, 
May 23, 

\ 1999 / 

Strategies to 
Leuerage Internet Technology 

for Clinical Trials 

Tills interactive workshofi provides the direct marketing strategies 
• required for,success in centralized patient accrual, adherence 
initiatives and reinforceinent'tecliniques. • More importantly, • 
it demo'nstraites the increasing role the Internet plays as ah 
integral part of the marketing niix.. . , . 

8:00- Workshop Registration 

8:30 Workshop Leader's Welcome & Opening Remarks 

I. Identify Qualified Study Participants for 
Multi-̂ Center Clinical Trials is a Challenge; 
Keeping them in the Study Once Enrolled is Often 
a Greater Challenge, Yet Equally Critical to the 
Success of the Study 

II. With Thousands of Communication Agencies, 
Telemarketing Call Centers and Internet Service 
Providers Available, How Do You Select a Vendor 
to Help.You Who Not Only Understands 
Healthcare, the Challenges of Multi-Center 
Clinical TVial Recruiting, but also, the Integration 
with the Internet? 

in. Utilize Market Research in the Recruitment and 
Retention Planning Process 

rV. Multi-Center Clinical Trial Recruiting Strategies 
for Both Paid And Non-Paid Media, Even at the 
Individual Site Level 

V. How Integrating these Strategies vnth the Internet 
Can Save Time and Money in Recruiting, 
Adherence and Retention 

VI. Core Competencies and Internal Resources 
Required for Success or Selecting the Correct 
Vendor for Outsourcing 

Vn. Avoid Complications with Your IRB; 
Learn the "Big C's" — Coercion, Confidentiality 
and Compliance and How to Appropriately Deal 
with them 

Workshop continued on lite next page. 

'.T̂ ie liite'rnet pfp'vides'access to c'oritinubusly expanding resources 
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Umf.'CMepfWofksKop' , v 

, " There, iwlll!be'a'2d minute break at'l 0:30 during the workshop •;' 

— A b o u t Y o u r W o r k s h o p L e a d e r — 

Brian K. Perry, President and Chief Technoiogy Officer, Versai Technoiogies 
Brian K. Perry Is President and Chief Technology Officer at Versai Technologies 

of Cambridge, MA. He Is responsible for the dally operation and direction of the 
company and for providing consulting services to Pharmaceutical/Biotech 
customers In the areas of: Systems Design/Development; Information Systems 
Strategies; and Vertical Applications which support Scientific Research, Clinical 
Research, and Business Development/Operations. Prior to starting the company In 
1994, Perry was the Director of Information Systems at Vertex Phamiaceuticals 
Incorporated of Cambridge, MA. He was also a Systems Engineer with IBM 
Corporation. Mr. Perry holds a Bachelor of Science In Computer Science from 
Northeastern University. 



Continued from previous page... 

Pre-Conference Workshop A, Sunday, IVlay 23,1999 

Patient 
Recruitment 
Optimiie the Internet to Anract, Screen. 
Motiuate and Retain Participants in 
Multi-Genter Clinical Trials 

— TWO INDUSTRY KEYNOTES — 

12: 00 Close of Workshop 

There will be a 20 minute break at 10:30 during the workshop' -

— A b o u t Y o u r W o r k s h o p L e a d e r s — 

John Needham, President, Alliance IVIarketing Services Group, Inc. 
John Is co-founder of Alliance Marketing Services Group. The company was 

recently listed in Entrepreneur Magazine as #54 on their list of The Fastest 
Growing 100 Small Businesses in America. He has a strong background In 
marketing consumer products, clinical research and healthcare direct 
marketing. 

Bonnie Brescia, Executive Vice President, BBK Patient Recruitment 
Bonnie serves as executive vice president of BBK Patient Recruitment and 

directs a team of expert market researchers, strategic planners, media planners 
and account service personnel who create the blueprints for all patient 
recruitment campaigns developed by BBK. 

Felix Kliin-IMaung-Gyi, Phami D., M.B.A., President, Chesapealie Researcli Review, Inc. 
Felix Is Founder and President of Chesapeake Research Review, Inc., a 

professional services firm with an independent IRB, serving both biomedical 
research and healthcare industries. Dr. Gyi has served as a Clinical Scientist, 
Project Leader and IVIanager for a major pharmaceutical company and provided 
consultation services to research sponsors, CROs and sites. 

Ken Jacobs, IVIanager, Internet Services, CenterWatch, inc. 
Ken Jacobs is the Manager of Internet Services for CenterWatch, Inc., a 

multi-media publishing and information-services company focusing exclusively 
on the clinical trials industry. Mr. Jacobs is responsible for the management 
and operations of the company's web site, CenterWatcti.com. 

Optimize Time to Market & Profitability 
Through Clinical Trials over the Internet 

M A I N C O N F E R E N C E 

Day One — Sunday, May 23,1999 
1:00 Main Conference Registration 

1:30 Chairperson's Welcome and Opening Remarks 
George P George, Deputy Topic Leader, ICH Ml EWG, 
Booz Allen Hamilton 

Robert R.. Gogdwiri,; '"---.-
.', -y ..Sen/pr-Pjjojiect'Mflnige*;'' 
•• ;Electr6mc-it)ata.Gai)ture, • 

i..j;;tfizer̂ lnc^̂  

•jVg.̂ '* .-Punbusiness;.̂  
hardvvaref- rWhat is,'.-, 

[??vfj?>;. Arefy.ou-s'ure-tiiey j 

'^sssi^pace-'reiquirernehts"^. 
Not another laptop 

:5S oftware.-up.dates -r̂ w, 1̂  

John Orley, Clinical Trials 
Management System Administrator, 

US R&D Site Organization, 

Pharmacia and Upjohn 
; Unlocking .the . ̂  ' \ , 
; Potentiarbf the 1 

> Intra/Iriternet to the 
• ' Clinical Community 

The nature.of clinical 
trials ; 

,•' i.The behavior of clinical. 
.trial personnel V 

•v' The business-
' .lenyironmeht.. 

The consequences,of' 
;hot.usî ng the",. -.1^ 
technology 

2:30 Use of the Internet for Operating in the 
Enterprise-wide Electronic Work Environment 

• Is it just a fad or wiil it become a fabric of the 
organization? 

• Role of the Internet to facilitate transparent 
information exchange and knowledge management 

• Importance of intemationai standards for a common 
operating model 

• The enterprise-wide electronic work environment 
• Application of IT and ICH standards for global 

submissions 
George P George. Deputy Topic Leader, ICH Ml EWG, Booz Allen Hamilton 

3:00 Networking and Refreshment Break 

3:30 Internet Clinical Trial Resources for CROs, 
Investigators and Sponsors 

• Internet based applications and communications and 
marketing 
* Clinical-Trials Listserv? — consultative email 

discussion groups 
• Benefit of incentive program such as the electronic 

phone card 
• Promoting clinical trials on different websites 
• Case study — CROs using the Internet 

John Mack, Manager Professional Communities with 
Mediconsult.com Inc., and President, VirSci Corporation 

4:00 Computerized Clinical Trials Eliminate Lengthy 
Processes and Paperwork 

• Tlie computer system allows pharmaceutical 
companies to expedite clinical trials 

• It reduces the amount of time and money to retrieve results 
• The elimination of hand-checking data 
• Lengthy processes — even recruiting patients — 

are shortened 
Mike Conlon, Chief Infonnation Officer. 
University of Florida Health Science Center 

1-939-2' tsade the 



4:30 Use the Internet for Collaboration in 
Knowledge Management 

• Discrepancy resolution and how it relates to RDE 
• Incenting investigators to provide timely, accurate data 
• Internet-based solutions for clinical trials development 
• Data processing for a single study to the 
comprehensive design and management of large scale 
databases through the regulatory submission phase 

Aden Make, Data Management & Biostatistics, PPD Informatics 

5:00 How the Web Shifts Power in Clinical Trials 
• AIDS and HIV Information Resources on the Internet 
• Adherence support and participant retention — 

adding value online 
• Online postmarketing studies — Quality of life and 

the real worid 
• TheBody.com and HIV/AIDS patients 

Jamie Marks, President, Body Health Resources Corporation 

5:30 Close of Day One 

4 
5:30-6:30 Wine & Cheese 

Networking Reception 
Join colleagues and friends in a 
relaxed setting. 

Day Two — Monday, May 24,1999 
8:00 Continental Breakfast 

8:15 Chairperson's Welcome and Opening Remarks: 
Robert A. Bell, Former Director, Office of Management, CDER-US 
FDA Partner, International Drug Registration, LLC. 

— Panel Discussion — 
8:30 Find Out the Informatibh in the Pipeline Needed 

.' to Start Clinical Trials over the Internet 
' .This panel .disciission is a question and answer session foi;• 
• pharmaceutical cbrhpanies who are thinking .about ' . '•- J 
• implementing clinical 'trials on the Internet, inclij'dihg.,,. ' '' 
. ongoing managernent. • ^ .'..v • . -..̂  • ' • ' . 

Moderator —' Robert A'. Belk'Fdhne'r'Direcior, . > .".•• ' ' : 
dfficlqfhfdiiagement-CDER-US.F^^ ] -• •'•\ ,̂ • . 

• . Partner, Internatiprial Drug Registration, L.LC.-̂  r ,:̂  
• Panelists-—Bob '.Kapiia'ny, .Difisidh Chiif, 'Knowledge. • '. *V 
• •.Maitagemeht Therapeutic Products, Kei^^^ 

• Bri'cihWdodfork,-Manag'e'r,'Clinical Data Mdiiagemeht; ' 
: ,,Eli Lillys Co... i ' " . 

'Danii Marigum, Senior Manager, Medical. Telec'o'mmwiicaiions, -. • 
., GlaxoWellcome - '•:. 

Robert R. -Coodwiii, 'Shupir Project Marmger, Electrpnic^b^ 
" C(ipr«re;-Pfizer ' , . .\ • •.' > - ; / ,. 
John Orley, Clmicaljricds 'Manflgement System AHmimstraior, - . 

' USR&D-Site Orgariizatiori;fhimaĉ ^̂ ^̂  t." , • . • 
" Dave Evans, Senior Vice'Presideni and ChieftechnicafOfficer, . '-

'•'•' 'CiiiiicaiData Manggeinent,:Pn Research Worldwide • 

9:00 Build a Clinical Trials Management System 
(CTMS) on the Intranet — Case Study from 
Pharmacia and Upjohn 

• Getting The right people involved 
• Defining the requirements 
• Testing the system 
• Rolling out the system 
• Maintaining the system 
• Upgrading/enhancing the system 

John Orley, Clinical Trials Management Sy.'Hem Administrator, US 
R&D Site Organization. Pharmacia & Upjohn 

9:30 Understand the Internal Process of FDA 
Electronic Submissions Review and the Internet 

• Understand what happens in the FDA once an 
electronic submission is received 

• How your company should prepare for meeting FDA 
guidelines for an electronic submission 

• What are the drivers of the electronic submissions process 
• Intent of the electronic submission process 
• Archiving requirements 
• Once it is submitted, there is discussion about 

compatibility with the FDA system — Is it resolved yet? 
• Future direction of FDA 

Robert A. BeU, Former Director, Office of Management, 
CDER-US FDA Partner, International Drug Registration, LLC. 

10:00 Networking and Refreshment Break 

10:30 Understand Legal Implications of Online Trials 
• Patient recruitment using the Internet 
• Legal liability risks for online trials 
• Medical licensure in a connected world 
• Understanding advertising and commercialization 

restrictions for investigational products online 
• Overview of intemationai regulatory issues 

Mark Boulding, Partner, Long Aldridge & Norman LLP 

11:30 Luncheon 

1:30 Security and Authentication Concerns 
over the Internet 

• Disclosure of information and privacy of intellectual 
property rights 

* Investigators have privacy rights 
* Pharmaceutical companies have privacy rights 

• Data structures and models — digital signatures and 
systems compliance 

• Key Infrastructure issues — technology solutions 
• Who are the security providers? 
• Firewalls 
• Encryption coding 
• How do authorities regulate validation and security? 
• CanetS of Canada is comparable to Internet 2 which 

was just signed in the United States 
Bob Kapitany, Chief Division Knowledge Management 
Therapeutic Products Program, Health Canada 

xbinet.com 



1:30 Validation of Automated Data Capture Systems 
Used in Clinical Research 
Any method of collecting data to be used in a clinical trial 
needs to be validated. This is extremely important in the 
application of automated data capture technology. 
This session discusses the processes used to validate both 
in-house developed systems and vendor-supplied systems, 
concentrating on the validation plans used for each system 
and their life-cycles. The benefits and weaknesses of each 
approach will be summarized and analyzed. 

• Laboratory information system 
• Centralized ECO processing system 
• Fax-based CRF data capture system 
• Web-based data capture system 
• Comparison of In-house developed versus vendor 

supplied systems 
• Comparison of various automated data capture 

technologies 
• Insight into how validation processes are 

implemented by a CRO 
• Comparison of different validation approaches 

Dave Evans, Senior Vice President and Chief Technical Officer, 
Clinical Data Management, Premier Research Worldwide 

2:00 Clinical Data Warehousing and Management 
System in the Pharmaceutical Industry 

• What is warehousing and management all about? 
• Webtrials and how data is extracted from warehouses 
• Different kinds of algorithms to add value 
• Data analysis to end users 
• Delivery of complete end-to-end Clinical Research 

Kumar Sagar, President, The Sagar Group, Inc. 

2:30 Networking and Refreshment Break 

2:45 Practical Applications Approach to Overall 
Clinical Trial Management 

• Ease of use and cost-effectiveness 
• Simplifies financial administration and payments 
• Facilitates accelerated patient recruitment 
• Better use of advertising dollars 
• Real-time management reporting 
• Applies to studies ranging from simple to 

complex/critical care 
• Eases sites into future technologies 
• Access to real-time patient recruitment/study 

management information is critical to achieving a 
successful, cost effective clinical trial. 

Robert Sammis, President & CEO, Clinlcor, Inc. 
Susan Krivacic, Senior Vice President Marketing, Clinicor, Inc. 

3:15 PhaseForward — A Catalyst For 
Pharmaceutical Development and Testing for 
Clinical Trials on the Internet 

• Transform and industry — from paper-and-pencil to 
the Internet 

• Propelling Pharmaceuticals to use the Internet 
• Business re-engineering to substantially speed new 

drugs to market 

• An Internet — or — Intranet-based network that 
enables data entry from any trial site in the world 
into a central database using a Web browser. 

• Streamlining to making the process accurate 
and efficient 

Shiv Tasker, Chief Executive Officer, PhaseForward 

3:45 Networking and Refreshment Break 

4:15 Project Managing Clinical Trials in Real Time 
• How do clinical trials differ from other 

high-technology R&D? 
• Criteria for successful multidisciplinary research teams 
• Design concept — the Internet for building and 

managing on-line teams 
• Asolepius — Total clinical trial management 
• Communicating progress, problems and support 
• Electronic data capture as the engine to drive project 

management 
• CRA productivity tools 
• Integrated document management 
• User experience 

Les Rose, Directing Manager, 
Medical Scientific Services, Ltd., United Kingdom 

4:45 Internet-enabled E D C Systems for Clinical Trials 
• Integration services and solutions for clinical trials 
• Leveraging business processes to benefit 

Pharmaceutical companies performing clinical trials 
* validation 
* hardware 
* software 
* communications 
* staffing and support 
* contingency plans 

Anne Zielinski, Director Product Division, 
CB Technologies, Inc 
Sam Hume, Director Product Development, 
CB Technologies, Inc, 

5:15 Close of Conference 

Maximize Your Networking Opportunities 
. bO Î't MISS YOUR OPPORTUNlty to NETWORK AND SHOWCASE 
YOUR PRObUCt̂ ANb SERVICES ^ DECISION MAKERS. 

CBI'S Computerized clinical Trials confei'ence Offers yoij ' 
. an excellent opportunity to maximize your 1999 marketing dollars 

' . ' through these showcase opportunities: 

• Program Sponsorship ; 
• Luncheon Spbtisorship 
• Networking Break Sponsorship 

Cocktail Reception 
Tabletop Exhibit 
Advertising in the Compentlium 

If you are interested in sponsorship & exhibit bpppHunities, 

please call Stuart Steller at.78i -939-2411 or fax 781-939-2495. 



Sunday. Mav 23. 1999 • Pre-Conference Workshops 

Workst iop A 

Patient Recruitment 
Opilmizing ihe Internet lo Amacl. 

Screen. Moiivaie and Retain 
PartlclDanis in Mulii-Cenier 

Clinical Trials 

Workst iop B 

Technology Strategies 
Slralegy to leuerage 

Internet Technology for 
Clinical Trials 

Compendiums 

Panel Discussion — Information in the Pipeline 
Needed to Start Clinical Trials over the Internet 

• EU LILLY & CO. • GLAXO WELLCOME 
• PFIZER INC. • PHARMACIA & UPJOHN 

• Learn How the Web Shifts Power of Clinical Trials 
• Use The Internet for Operating in the 

Enterprise — Electronic Work Environment 
• Online Trials — Eliminate Lengthy Process and Paperwork 

WISH YOU WERE HEREI 
Fortunately — if you can't attend — you can 
still be Informed of tiie latest developments In 
Computerized Clinical Trials by purciiaslng 
ttio Conference Compendium. Simply check tlie 
appropriate box on tlie registration form and 
send It wltti your payment of Just S298. Your 
copy of tfie proceedings will be mailed 
Immediately following the conference. 

Tlie Center lor Business Intelligence, ac 
500 West (̂ jmmlngs F̂ ric, Suite 5100, Wotium, ^̂A 01801 

Bull< Rate 
U.S. Posiage 

PAID 
Gallery 

• Registration Fee: 
Save S295 by registering for ttie conference and woricstiop 
at $1795. Ttie registration fee for ttie 1 W-day conference 
only is $1395; Wor((Shop only is $695. Fee includes continental 
brealdast, luncti, wine and cfieese reception, refrestiments and 
conference compendium. Please mal<e ctieclcs (In U.S. funds drav̂ n on a U.S. 
banl() payable to Tlie Center for Business inteiiigence, LLC. 

• Team Discount: 
Your organization may send 1 executive FREE for every 3 delegates 
registered. All registtatlons must be made at ttie same time to qualify. 

• Venue: 
The Westin Grand Hotel 
2350 M Street NW 
Wastiington DC, 20037 
Tel: 202-429-0100 • Fax: 202-857-0127 

• Discount Accommodations & Itavel: 
Contact tfie tiotel directly by April 22,1999 to qualify for special 
reduced rates. CBI's official travel service, Travel Concepts, can 
negotiate low group air fares and car rentals. Call ttiem at 800-640-
8082 (508-879-8600 outside ttie U.S.) Ivlention that you are attending 
CBI's Computerized Cllnlcai Trials conference to qualify for iiotel and 
travel discounts. 

• Substitution & Cancellation: 
Your registration may be transferred to a member of your organization 
up to 24 tiours in advance of the conference. Cancellations received 
in Wfrlting on or before April 22,1999 wiill be refunded, less a $195 
administrative charge. No refunds will be made after this date; however, 
ttie registration fee less the $195 administrative ctiarge can be credited 
to another CBI conference if you register within 6 months from the date 
of this conference, in case of conference cancellation, CBI's liability 
is limited to refund of the conference registration fee only CBI reserves 
the right to alter this program without prior notice. 

• Satisfaction Guaranteed: 
CBI Stands behind the quality of its conferences, if you are not satisfied 
with the quality of the conference, a credit will be awarded towards a 
comparable CBI conference of your choice. 

5 Easy Ways to Register 

Registration Card 

DO NOT REMOVE MAILING LABEL PLEASE RETURN ENTIRE FORM. 

: O Yes! Please register me for tlie COMPUTERIZED CLINICAL TRIALS conference. 

I O Conference SWorlishop A O Conference & Workshop B O Conference only O Wortuhop A only O Workstiop B only 

I O We would like to take advantage of tne TEAM bISCOUNT (see left lor details) 

I cannot attend. Please send me a compendium 

[ PRIORITY CODE (appears below mailing address): 

l.NAME POSmON 

2. NAME POSITION 

3. NAME posmoN 

4. NAME POSITION 

COMPANY DMSION 

ADDRESS 

cnv STATE/COUNTBY ZIP/POSTAL CODE 

TELEPHONE FAX E-MAIL 

AUTHORIZED SIGNATURE 

Payment Options: Payment in tuil is required to process registration 

1 O Enclosed Is a checl( for payment In full 

i OMC/Visa: 

i OAmex: 
i 

I fWME (AS APPEARS ON CARD) ~ ^ 

CARDHOLDER SIGNATURE Please photocopy this fonn for additional delegates. 

E-MAIL 
reglstrarScblnet.com 
Please Include all Intormatioii 
requested on reglstrBtlon canl. 

MAIL 
Registration Dept. 
Ttie Center for Business Intelligence, LLC 
500V»est Cumnilngs (̂ (k, Suite 5100, Wotium, MA 01801 

REGISTER TODAY! CALL TOLL F R E E 800-817-8601 
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In 6 Months 6 of the Top 10 Pharmaceutical Companies have ad 
Learn How to Join their Ranks and Take Advantage 

M A I N C O N F E R E N C E 

Day One — Thursday, June 17,1999 

7:30 Conference Registration and Continental Breakfast 

8:00 Chairperson's Welcome and Opening Remarks 
Steven A. Tamoff, Managing Partner, 
The Franklin Group 

8:15 The ABC's — A to Z of the C S C Industry 
Today's healthcare market has been redefined by 
managed care, rapid changes in customer buying 
influences and shrinking margins. Whether your 
company has recently re-sized its sales force, 
introduced RBUs or CBUs, or maintained a centralized 
structure based on a product portfolio, a new set of 
critical success factors have been identified to achieve 
peak performance and profitability widiin this 
new environment. 

To achieve these critical success factors, organizations 
have developed innovative and effective alternate sales 
channels. Without exception, the Contract Sales 
Organization has emerged as the fastest growing 
alternative sales channel. It has the potential for having 
both the most significant enhancement for earning while 
at the same time having the highest risk of not properly 
being developed and implemented. The conference 
provides a global overview of the contract sales force 
industry — A to Zs... they are not all the same. 

This session includes assessment models and tools 
for pharmaceutical manufacturers in first determining 
their need for CSOs and subsequent models to identify 
and evaluate CSO competencies that are aligned to 
enhance organizational strategy and are require from 
a regulatory basis. 

• Analysis and competencies defining and 
distinguishing first, second and third 
generation CSOs 

• Customer and market segmentation — not all 
business is good business 

• Performance measurement tools activity vs. ROI 
• Contracting — activity based vs. risk sharing 
• Sizing and deployment - managed care/pull through 
• Applications with RBU/CBU vs. centralized 

structures 

Steven A. Tarnoff, Managing Partner, The Franklin Group 

10:15 Networking and Refreshment Break 
10:45 Evaluating CSO Proposals 

As a Biotech/Pharmaceutical Company, you want to 
be very selective when choosing your outsourcing 
partner particularly when it comes to outsourcing 
sales. Biotech companies have traditionally had a 
difficult time in selecting a CSO that can meet their 
company's needs and expectations. This presentation 
shows you how to evaluate and analyze CSO proposals 
as you prepare your outsourcing sales strategy. 

11:30 

12:30 

1:30 , 

• How do you solicit CSO proposals? 
• Determine a CSO's specific strengths 
• Move from vendor relationship to partnership 

Robert J. Alonso, Vice President, Business Development 
& Marketing, Layton Bioscience 

Selecting Your CSO and Establishing 
a Long Term Relationship 

• What should you look for in a CSO? 
• Can a CSO be all things to all Sponsors? 
• Developing selection criteria 

Kevin Skule, Director of Primary Care Marketing, 
Allergan 

Steven Budd. COO, PDI 

Luncheon 

Liability Issues Pertaining to CSOs 
When you outsource your sales - whether it's a portion 
or the entire process - you need to be aware of the 
liability issues that face your oi-ganization. What are the 
critical issues that your company could face arid what 

• are the best jjrecautions to protect yourself? 
,' Criminal 

.•Civil . .' 
•, Financial 
• Sample'accountability 

Jack Ruhiri, Manager, Sales Administration, 
Roche Labs Incorporated 
Stephen J. Haynes, Special Agent in Charge, 
Investigative Operations Division, 
U.S. Food and Drug Administration 

Troubleshooting CSO Relationships 
Transcend a mere contractual relationship and develop 
a true partnership with your CSO. 

• Learn to share both expectations and goals in order 
to achieve maximum results 

• What are the problem areas that most 
frequently arise? 

• How can you develop strategies to preempt pitfalls? 
• What kind of agreements can you put in place 

to make sure you and your SMO show the 
same interests? 

Ray McDermott, Planning & Operations Leader, 
Astra Pharmaceuticals 

3:15 Networking and Refreshment Break 

2:30 

3:45 Syndication vs. Dedication - Rx to OTC 
One isn't better than the other, it's finding the one that 
works best for your organization given your specific 
circumstances. How do you optimize your application in 
the appropriate environment? This session helps you 
identify which application is best for your 
organizational needs. 
William A. Jones, Sales & Marketing Manager, 
Bristol-Myers Squibb Company 
Deborah J. Schnell, Vice President, ProtoCall, Inc. 

To Register Call Toll Free 800-817-8601 (781 -939-2438 outside the 



ed 2,250 Contract Sales Representatives to Their Sales Forces ~ 
f the Benefits that Outsourcing Your Sales Can Bring! 

4:45 CSO vs. CPO/CHO 
• Definitions of the different models 
• What are die success rates of each? 
• What models could work best with your 

organizations needs? 
John Grafington, National Sales Director, 
Knoll Pharmaceutical Company 
William A. Connely, Vice President and General 
Manager, Outsource Sales Division, 
BLP Group Companies 

5:45 Close of Day One 

5:45 - 6:45 Casino Night Cocktail Party 
Don't miss the opportunity to network 
with colleagues and friends in this unique 
Atlantic City setting. 

8:00 

8:30 

8:15 

Day Two - Friday, June 18,1999 

Continental Breakfast 

Chairperson's Review of Day One 
Steven A. Tarnoff, Managing Partner, The Franklin Group 

Traiisfonnih^ thV CSO into a G •, 
A New.; Dimension in the Gontract Organization,; 
The contract sales market sector, has;evolved rapidly in . 
the dynarnic pharrnaceutical envirbiimerit' of the 1996.S. , 
As'contracts have increased iri size and, scope; custoirier 
expectations have also increased.': .The conimercial, 

• solutions provider oif today is expected, to deUyer'' . 
substantial, riie'asurable;valiie,.Mpecially with customers • 
whose-use of the .commercial contract pi-gariizatipn has ' 

i eyolycd: with a single'relationship. . ' .• " 
;Tlie first generation, flex-time contract representative 
who was.paid by the call, has evolved to.'a highly . 
trairied.full-time repi'esentative'whose compensatibrt is 
based on product performance: . In addition.to field sales 
services, comrriacial organizations'have added a ful l " 

. range, of infrastnictiire capabilities such.as training, ;• 
sample accountajjility, human resources.etc. These 
core capabilities move conti-act organizatibris'irito' the 
third generation ai;ena where the. overall service of 
providing product-based commercial solutions is'̂ die - • 

, business platforrn..' ;. . . . •' / 

.More recentlyj cornmerciaLsplutions providei-s have 
expanded core cornpetericy to include information . 

• systems such as optimization arid targeting, a full ' 
range of strategic marketing services such as • , ; 
commercial assessment and sti-ategic planning, product 
^marketing services such as pre-launch and;launch 
. strategic and tactical POAs; decision'support analysis, , 
• reihabursenient services and webrbased kiiqwledge • ;. 
; traiisfer based cbriimunication^yehicl'es.̂ This.enhanced 
, service platform moves. the cbntractirii'odel to.the fourth' 
generation CHO that moves the paradigm from a sales; 
force siippprting a product to a service company with.; ' . 
core.capabilities to take pri tptal product'responsibility. ' i 
David.Stack]'Phsident,\nnowyi\ ' ' ' ' 
PharmaceuticaiPartner -•'.•' •'• '•'•.''<' ' . . • ' ' . .if • 

9:15 A Case Study Example of How a 
Pharmaceutical Company and CSO can Work 
Together to Create Mutual Financial Success 
Endo Pharma and Snyder-Health Sales have created a 
Pharma/CSO relationship that works. What strategies 
did they use, and do they continually employ, to 
ensure the long-term success of this partnership? 
What were the building blocks used to develop the 
relationship from contract to incentive planning and 
what are the tools they put in place to make sure that 
their relationship maintains its productivity from 
monitoring to communication. 
Louis Vollmer, Executive Vice President, 
Sales & Marketing, Endo Pharma 
Steve Cottrell, Vice President, Marketing, 
Snyder Healthcare 

10:15 Networking and Refreshment Break 

10:45 CSO Automation — The Fine Line Between 
Disaster and Breakthrough Performance 
What you may never have even considered asking 
and what you really need to know. How can you 
really apply technology for breakthrough and to 
avoid audit disaster. 
Brian J. Dillon, President, Kelly Waldron 

11:15 Co-Promotion vs. the CSO 
Case studies from the virtual, the biotech and 
established pharma perspectives on both sides of the 
fence give you the experienced information you need to 
make educated choices. 
Terence S. Novak, Executive Vice President Sales 
& Marketing, Algos Pharmaceutical Corporation 

12:00 Close of Conference 

Maximize Your Networking Opportunities 

Don't miss the opportunity to network and showcase your products and 
services to senior-level decision makers Involved in Pharmaceutical sales. 

CBI's CSO conference offers you an excellent opportunity to maximize 
your 1999 marketing dollars through these showcase opportunities: 

• Program Sponsorship • Cocktail Reception 
• Luncheon Sponsorship • Tabletop Exhibit 
• Networking Break Sponsorship • Advertising in the Compendium 

If you are Interested in sponsorship & exhibit opportunities, 
please call Chris Currle at 781-939-2503 or fax 781-939-2495. 

UPCOMING CBI PHARMACEUTICAL EVENTS 
international Stability Programs 
May 20-21,1999, Philadelphia, PA 

Computerized Clinical Trials 
May 23-24,1999, Washington, DC 

Electronic Ailverse Event Reporting 
and Submissions 

June iO-11,1999,VI/as.hington, DC 
Site Management Organizations 

June 17-18,1999, Boston, MA 

Drug Discovery 
Project Management 

June 17-18,1999, Princeton, NJ 
Medicaid Rebates 

June 23-25,1999, Atlantic City, NJ 
Solutions for Global 

Pharmaceutical Distribution '99 
June 24-25,1999 

.) or Fax 781-939-2490. Register on our website at www.cbinet.com 



Four Key Reasons to Attend 
• 5 Jo int Presentat ions 

Between Pharmaceut ica l 
Companies and CSOs 

• FDA Presentat ion on 
Sample Accountab i l i ty 

• New Informat ion on How 
Biotech Companies Can 
Work w i t h CSOs 

• Casino Night Cockta i l and 
Network ing Recept ion 

Compendiums 

WISH YOU WERE HERE! 

Fortunately - if you can't attend -- you can 
still be informed of ttie latest developments In 
Contract Sales Organizations by purchasing 
ttie Conference Compendium. Simply ctiecli ttie 
appropriate box on the registration form and send l l 
it with your payment of just $298. Your copy of the Vj 
proceedings will be mailed immediately following M 
the conference. ^ 

Registration Fee: 
The registration fee for the 1 '/4-day conference is only 
$1495. Fee includes continental breakfast, lunch, 
refreshments and conference compendium. Early Bird 
Discount - Register by April 2,1999 and receive $200 c 
the conference. Please make checks (in U.S. funds drawn on a U.S. bank) 
payable to The Center for Business Intelligence, LLC. 

Team Discount: 
Your organization may send 1 executive FREE for every 3 delegates 
registered. All registrations must be made at the same time to qualify. 

Venue: 
Trump Plaza 
Mississippi at the Boardwalk 
Atlantic City, NJ 08401 
Tel: 609-441-6000 • Fax; 609-441-6916 

Discount Accommodations & Tk̂ avel: 
Contact the hotel directly by May 17,1999 to qualify for special 
reduced rates. CBI's official travel service. Travel Concepts, can 
negotiate low group air fares and car rentals. Call them at 800-640-
8082 (508-879-8600 outside the U.S.) Mention that you are attending 
CBI's Contract Sales Organization conference to qualify for hotel and 
travel discounts. 

Substitution & Cancellation: 
Your registration may be transferred to a member of your organization 
up to 24 hours In advance of the conference. Cancellations received in 
writing on or before June 3,1999 will be refunded, less a $195 
administrative charge. No refunds will be made after this date; however, 
the registration fee less the $195 administrative charge can be credited 
to another CBI conference if you register within 6 months from the date 
of this conference, in case of conference cancellation, CBI's liability is 
limited to refund of the conference registration fee only CBI reserves 
the right to alter this program without prior notice. 

I Satisfaction Guaranteed: 
CBI stands behind the quality of its conferences. If you are not satisfied 
with the quality of the conference, a credit will be awarded towards a 
comparable CBI conference of your choice. 

5 Easy Ways to Register 

The Center for Business Intelligence, LLC 
500 West Cummings Parli. Suite 5100, Wobum, MA 01801 

Bulk Rale 
US. Posiage 

PAID 
Gallery 

Registration Card 
DO NOT REMOVE MAIUNG LABEL. PLEASE RETURN ENTIRE f=ORM. 

O Yes! Please register me for the CSO conference. 

O I am reflislerino (ot the EABLY BIRD OlSCOUm 

O We would like lo take advantage ol Ihe TEAM DISCOUNT (see left (or datails) 

o I cannot attend. Please send me a compendium 

PRIORrTY CODE (appears below mailing address): 

l.NAME POSmON 

2. NAME POSITION 

3. NAME pcsmoN 

i . NÂ Ê POSITION 

COMPANY DIVISION 

ADDRESS 

CITY STATE/COUWraY ZIP/POSTAL CODE 

TELEPHONE FAX E-MAIL 

AUTHORKD SIGNATURE 

P a y m e n t O p t i o n s : P a y m e n t in fu l i is requ i red t o p r o c e s s reg i s t ra t i on 

O Enclosed is a check for payment in full O Please invoice me 

OMC/Visa: 

OAmex: 

NAME (AS APPEARS ON CARD) ' ' ~ ' ' ExTi 

CASOHOLDEBSICNATURE Please ptiotocopy this form for additional delegates. 

WEBSITE 
www.cblnet.com 

E-MAIL 
reglstrai^t)lnet.com 
Please include all inlonnatlon 
requested on registration card. 

MAIL 
ReglstrBtlon Dept. 
Tlie Center lor Business Intelligence, LLC 
500 West Cummings Park, Suite 5100, Wobum, W, 01801 

REGISTER TODAY! CALL TOLL FREE 800-817-8601 



REGULATORY COMPLIANCE AND EXPEDITED DESIGN AND EXECUTION OF 

I N T E R N A T I O N A L 

S T A B I L I T Y 

May 2 0 - 2 1 , 1 9 9 9 • S h e r a t o n R i t t e n h o u s e S q u a r e • P h i l a d e l p h i a , PA 

PRESENTATIONS FROM OVER 20 DOMESTIC 
AND INTERNATIONAL LEADERS IN STABILITY 
PROGRAM DEVELOPMENT INCLUDING: 

ABBOTT LABdRATORiES 

DuPONT PHARMACEUTipAL • H ; 

COMPANY 

ELi LiLLY & Co. ;; 

GLAXO WELLCOME, UK 

GLAXO WELLCOME, USA 

HOECHST MARION ROUSSEL 

JOHNSON & JOHNSON MERCK 

MEDEVA PHARMACEUTICALS 

MAGELLAN LABORATORIES 

PHARMACIA & UPJOHN ' 

PROCTOR & GAMBLE 

PHARMACEUTICALS 

SEARLE 

SMITHKLINE BEECHAM, BELGIUM 

YAMANOUCHI SHAKLEE PHARMA 

ZENECA PHARMACEUTICALS 

Organized By: 
The •• 
CENTER/»r 
BUSINESS. 
INTELLIGENCE-

CBI's 
Pharmaceutltal 

Series 

SPECIAL PRESENTATION FROM THE FDA CHEMIST INVOLVED.IN.'THE BARR DECISION 

J E A N B L A C K S T O N E H I L L 
Regulatory Pharmaceutical Chemist, Food and Drug Administration 
discusses the FDA's approach to stability testing and regulatory compliance 

L e a r n t h e Mosrt U p d i a t e d lnfQriTiat i^^ 

• IGH .testing and guidelines— how to make sure, your, 
drug passes the registration process ori the first try ' 

• SUPAC guidance and principals for post approval changes 
for solid and semi solid dosage forms, - ' ' \ 

• Choice of humidity conditions, and potential problems for 
global stability testing; ' ,: v • ; • • 

• Timeline and iiriplerrientatipn'of the Go ' • 
Technical Documenf .' " ' . •• , r/,'J^ 

• Designing a cost-effident stability testing program ' . 
using matrixing and bracketing designs ,;, . • ", . '. . 

• Key information on protocordesign, statistical data analysis, 
sampling and consideration of specific dosage' fqrrris, 

• Conforming to monograph requirements under USP/ 
labile guidelines '.; '';:•'' . 

• Design, and validation.Of analytical methods to generate 
• meahingfulstabili'ty data : 



Learn How New FDA and ICH Quid I 

M A I N C O N F E R E N C E 
Day One — Thursday, May 20,1999 

7;30 Main Conference Registration 

8:00 Chairperson s Welcome and Opening Remarks 
Thomas Catalano, Ph.D., Associate Director, 
Searle R&D Pharmaceutical and Analytical Sciences, 
Monsanto Life Sciences Co. 

— KEYNOTE ADDRESS — 
8:15 FDA Approaches to Stability .Testing , 

• ,and Regulations. • 
Hear top'Strategies and recent FDA decisions from the ' 

, FDA chemist in the Barr,Decision.. \ . " 
. Validation of stability indicating methods • 

, ' . Stabiiity analysis- . • . . . ...-

' ' . • Barr. Decision'arid agency guidelines for • r • 
..pharmaceiitical.'cheriiistry'inspectipn>. "..\.. •- ..'. 

• --Jeanne Blackstone Hill Regulatory'Phanriaceutical Chemist, •..' '' 
, Food and Drug Adnimistration . ' ' • . ' • 

8:45 Stability Programs from Development to Approval 
• Stability is the maintenance of safety and efficiency 

over time, temperature, light and humidity. The 
design and execution of stability protocols must reflect 
the regulatory stage of the drug process and the 
intended use of the product. 

• Discussion of appropriate stability indicating 
assay specifications 

• Designs of stability protocol using ICH guidelines 
• Use of accelerated stability studies 

indu Isaacs, CEO, Formatech 

9:15 Stability Studies for Global Product Registration 
With the implementation of the ICH guidance documents, 
it has become possible, from the standpoint of the 
regulatory agencies involved, to conduct a single set of 
stability studies to support product registration in the US, 
the EU and Japan. The reality of a single set of stability 
studies has however often not been realized, for many 
reasons. The focus of this presentation is to identify key 
issues and discuss practical approached to resolving 
problem areas. 

• When should a single set of stability studies 
be considered? 

• The importance of company culture in proceeding 
with a global approach 

• Specific requirements and approaches for the US, 
EU and Japan 

• What to do about the countries not included in ICH 
• The submission and post approval aspects. 

Karen Malik, Director, Stability Operations, 
Baxter Healthcare Corporation 

9:45 I C H Stability Guidelines and 
Draft FDA Guidance on Stability 
The ICH stability requirements are discussed as 
background to the draft FDA stability guidance document. 
The draft guidance is reviewed highlighting areas which 
are new and those which are updated from previous 
regulatory guidelines. 

• ICH requirements — Drug substances 
• ICH requirements — Drug product 
• Draft stability guidance — What's new, what's updated 
• Controversial issues 

Frank J. Diana, Director, Analytical Technology 
DuPont Pharmaceutical Company 

10:15 Networking and Refreshment Break 

10:45 Stability Regulations in the E U , 
Japan and Non-ICH Countries 

• Regulatory requirements of stability studies 
and data for: 
* filing for approval of a new drug product 
* making post-approval changes and variations 
* providing on going support for a marketed 

drug product 
• Gain an overview of key regulations, expectations 

and trends 
• What are the principle guidance documents and 

who writes them? 
• Where do the differences and similarities lie in 
expectations of the different regulatory bodies? 

David M. Welts, Jr, Team Leader, QA Stability, 
Proctor & Gamble Pharmaceuticals 

11:15 Identify Where and When Time 
Savings Can Be Made in Stability 
Testing without Jeopardizing 
Regulatory Approval 

• Recognizing key product factors to consider 
* identifying bulk drug and formulated stability 

characteristics 
* formulation development and dose selection 
* understanding manufacturability on a large scale 

• Pinpointing opportunities to apply protocol design 
as a way of reducing the number of batches required 
for testing 
* selecting conditions in which to apply bracketing 

and matrixing 
* identifying other unique protocol designs 

• Clarifying areas to consider when contemplating 
out-sourcing 
""balancing the risks with potential time savings 
""deciding when to out-source and who to 

• Considering key time saving opportunities during 
stability testing 
"" automating data gathering to speed up analysis time 

T o R e g i s t e r C a l l T o l l F r e e 8 0 0 - 8 1 7 - 8 6 0 1 ( 



l ines Will Impact the Speed, Cost and 
* designing efficient testing chambers and 

back up systems 
""minimizing the risk of conditions lapsing 
* recognizing the importance of communicating 

with regulators 
Alex Robertson, Quality Manager, Slabiliry, 
Zeneca Pharmaceuticals, UK 

12:00 Luncheon 

1:15 Pre-Approval Inspections and the 
Importance of Stability 
FDA inspectors uncover stability problems during 
pre-approval inspections (PAI). Receive guidance on how 
lo help prevent adverse findings in a stability program. 

• PAI background requirements 
• Real life examples from PAIs 
• Preparation for PAI audit of stability area 

Richard A. Soltero, Ph.D., Vice President, Laboratory Operations, 
iVIageilan Laboratories, Inc. 

2:30 Labile Preparations — 
Impact on Industry 
As per USP requirements — individual preparations 
will be required to be run as per specified short-term 
stress studies. Failure of the preparation to conform to 
monograph requirements indicate that the preparation must 
be deemed Labile. The presentation outlines industry 
responsibilities for these labile preps. 

• Definition of Labile preparation 
• Specified short-term studies outlined in 

stability protocols 
• USP general notices 
• Time temperature indicators 
• Industry response 
• Labeling of product 

• Scott A. Goodberiet. Manager. Stability, IVIedeva Pharmaceuticals 

3:15 Networking and Refreshment Break 

3:45 Photostability Studies within I C H Guidelines 
Learn ICH requirements for photostability as defined in the 
Tripartite Guideline for the Photostability Testing of New 
Drug Substance and Products, QIOB. 

• ICH requirements 
• Option 1 vs. Option 2 
• Monitoring — Meters vs. Chemical Actinonmeters 
• Chamber qualification 
• Description of a photostability study using 

ICH Option 2 
• The choices to be mad around lamp types 
• Practical considerations of conducting testing 
• Experience of the regulatory interpretation of 

photostability data 
Jack B. Davis, Stability Manager, Oread inC. 

4:30 Identify the Choice of Humidity 
Conditions and Potential Problems 
for Global Stability Testing 

• Create global strategies for stability testing 
• Identify climatic testing conditions and likely problems 
• Compare the effects of different humidity conditions 

during stability testing 
• Testing conditions for aqueous products in 
semi-permeable packs 

• Regulatory interpretation of semi-permeable 
Nick Turner, Project Team Leader, Facilities Team, QED, 
GlaxoWellcome, UK 

5:00 SUPAC Guidances — 
Stability Requirements 
This session covers the stability requirements for those 
post-approval changes contained in the approved SUPAC 
guidances for solid oral dosage form (IR and MR), 
non-sterile semi-solid dosage fonns (SS) and for 
post-approval changes to analytical testing laboratory sites 
(PAC-ATLS). Included will be the impact of the February 
18, 1997 letter from Roger Williams clarifying the SUPAC-
IR guidance. The draft of the manufacturing equipment 
addendum to SUPAC-IR and MR and the recently issued 
(17 November 1998) draft of the bulk active chemicals 
guidance (BACPAC I) will be explored for their impact on 
industry. The presentation concludes with considerations 
regarding the application of SUPAC principles to pre-
approval changes. 

• Understand the general principles and the template 
for the SUPAC guidances 

• Understand the stability requirements for changes 
covered in the SUPAC guidances for solid oral 
dosages forms (IR and MR), non-sterile semi-solid 
dosage forms (SS) and analytical laboratory testing 
site changes (PAC-ATLS) 

• Understand the impact of the draft manufacturing 
equipment addendum to the solid oral dosage form 
guidances (IR and MR) 

• Understand the draft BACPAC I guidance and its 
impact on your stability program 

• Understand the practical applications of the SUPAC 
guidances to changes contemplated during product 
development prior to approval 

• Industry success stories 
Gary R. Dukes, Ph.D., Specifications Development Manager, 
Pharmacia & Upjohn 

Larry Lille, Operation Stability Team Leader, Hoechst Marion RoUSSei 

6:00 Close of Day One 

6:00-7:00 Wine & Cheese 
Networking Reception 
Join colleagues and friends in a 
relaxed setting. 

8 1 - 9 3 9 - 2 4 3 8 o u t s i d e t h e U . S . ) o r F a x 7 8 1 - 9 3 9 - 2 4 9 0 



curacy of Your Stability Programs 
Day Two — Friday, May 21,1999 

:00 Continental Breakfast 

8:30 

8:45 

Chairperson's Review of Day One 
Thomas Catalano, Ph.D., Associate Director, 
Searle R&D Pharmaceuticai and Analytical Sciences 
Monsanto Life Sciences Co. 

9:30 

Bracketing and Matrixing 
• Definitions of Bracketing and Matrixing 

• What factors can be included in B&M designs 

• Reduction strategies 

• Data evaluation 

• Examples 

Nick Turner, Projecl Team Leader, Facilities Team, QED, 
GlaxoWellcome, UK 

Pharmaceutical Stability 
Data Management 
The use of custom and off the shelf software 
packages to manage and distribute stability data. 

• Requirements for a data management system 

• Commonly used packages - advantages/disadvantages 

• Stability data management as a subset of a 
LIMs system 

• Validation of data management systems 

• Globalization of data management systems 

• Return on investment 

Denml Mee, Stability Specialist, 
Yamanouchi Shaklee Pharma 

10:15 Networking and Refreshment Break 

10:30 Systematic Approach to the 
Development of Stability Indicating 
H P L C Methods and Stability Testing 
This presentation demonstrates a systematic approach to 
the development of HPLC Stability Indicating methods, 
utilizing computer assisted method development software. 
Processes for the determination and reporting of 
degradation are also discus.sed. 

• Efficient HPLC method development process 

• Justification for the chromatographic conditions 

• Development of a chromatographic data base for 
future method changes/optimization 

• Consistent approach for determining and reporting 
degradation products in early development 

Thomas Catalano, Ph.D., Associate Director, 
Searle R&D Pharmaceutical and Analytical Sciences, 
IVIonsanto Life Sciences Co. 

11:15 In-House Qualification and 
Validation of Stability 
Storage Units — Eli Lilly and Co. 

After a pharmaceutical company or other entity constructs 

and/or purchases environmental storage units (stability 

chambers, incubators, refrigerators and freezers), the units 

must be qualified and validated initially, as well as on a 

periodic basis following installation. The organization can 

contract this important work out an engineering firm, or it 

can rely on its own resources. This presentation describes 

one company's experience and the attendant benefits. 

• Limits and tolerances for stability storage units 
(e.g. ICH, WHO, FDA) 

• What in-house resources and expertise are essential? 

• What needs to be done prior to 
qualification/validation (plans, protocols, etc)? 

• The operation itself and post-testing documentation 

• Periodic qualification and revalidation following 
maintenance or unit modification 

• Short and long-term benefits gained by performing 
this work in-house 

Daniel W. Bashore. R&D Stabilit}' Coordinator, Eli Lilly & Co. 

12:00 Luncheon 

1:30 How to Carry Out and Document 
Stability Testing of Biologies in 
Compliance with I C H 95B 

How does the industry apply the ICH guidelines to 

biologies? How does your stability strategy need to 

differ from a pharmaceutical product? 

• Impact of ICH 95B on testing requirements 

• What tests should be undertaken and when? 

* schedule 

* bracketing 

* number of batches 

* accelerated tests 

• Which characteristics should be tested and when? 

• Which changes require additional stability testing? 

"" manufacturing process 

* composition 

* storage conditions 

* storage conditions 

Anne-Marie Georges, Associate Director Regulatory, Legal, 

SmithKline Beecham, Biologicals, Belgium 

g i s t e r o n o u r w e b s i t e a t w w w . c b i n e t . c o m 



Hear S^ategi^s on PrQtocoi De 
Requlremisnts aitil Mpre frbin Oyer 14 Pltarma^eutjcal Coiiiirariies 

2:15 

3:00 

3:30 

Stability Programs for Active Pharmaceutical 
Ingredients (API) — R&D to Marketed Product 
This presentation disscusses the unique nature and 
challenges of a stability program for APIs as products 
progress from R&D phase to registration phase and then to 
commercial phase. Stability requirements to support post 
approval changes to manufacturing process of APIs will 
also be discussed. The presentation concludes with a 
discussion of handling stabililty failure investigations. 

• Three different phases — R&D, registration and 
commercial — of stability 

• Stability requirements to suport post approval changes 
to manufacturing process of APIs 

• How to investigate stability failures 
Surendera Tyagi, Manager, Stability Ser\'ices, Abbott Laboratories 

Networking and Refreshment Break 

Applying Stability Guidelines to 
New Dosage Forms and OTC 

• OTC requirements outside US 

• Strategies for OTC NDA Products compared to NCE's 

• OTC monograph regulations and requirements 
• Internal requirements — The marketing factor 

Abb'te Gentry, Ph.D.. Manager, Analytical Sciences, 
Johnson & Johnson IVIerck 
Consumer Pharmaceuticai Company 

Packaging and the Role of Stability Testing 
• Establishing adequate product protection and 

compatibility 

• Pack product interaction and extractables 
• ICH, FDA and CPMP guidelines 

• Choosing the most appropriate pack 

• Implications of the ICH Common Technical 
Document 

David Pethick, Senior Principal Scientist, Pharmaceutical Division, Europe, 
Glaxo Wellcome Research and Development, UK 

5:00 Close of Conference 

4:15 

Upcoming CBI Pharmaceut ical Conferences 
Dietary Supplements 

Feb. 25-26,1999 
Washington, DC 

Global Pharmacovigllance 
iVIarch 22-23,1999 

Washington, DC 

Latin American 
Bio/Pharmaceuticals 

iVIarcli 24-26,1999 
IVIiami, FL 

Design and Management 
of Pharmaceutical/Biotech 

R&D Alliances 
April 29-30,1999, Cambrltige, MA 

Intemationai Generic Drug Forum 
May 20-21,1999 
Washington, DC 

Clinical Trials Over the Internet 
IVlay 23-24,1999 
Washington, DC 

SEARLE 
SGARLE 

4901 SEARLE PARKWAY 

SKOKIE, ILLINOIS 60077 

PHONE (887) 982.7000 

FAX (847-982-4701 

Dear Colleague. 

These are exciting and challenging times for the 
pharmaceutical industry. The number of compounds in 
development are at all time highs and this trend is expected 
to continue in the upcoming years. In addition, the elderly 
portion of the pharmaceutical market is continually 
increasing and demanding that the pharmaceutical industry 
investigate new therapies aimed at treating diseases such as 
cancer, arthritis, altheimers, cardiovascular conditions etc. 

Pharmaceutical stability continues to be one of the most 
demanding areas within the industry. The official release and 
implementation of ICH stability guidelines and introduction of 
the FDA draft stability guideline have challenged stability 
professional to address changes in their current programs to 
he compliant with the various guidances. The Center for 
Business Intelligence has assembled a pharmaceutical 
stability seminar with the objective to provide information on 
the most pressing issues facing stability professionals. 

Some of the major topics to he discussed included 
statistical considerations, compliance with ICH and FDA 
guidelines, stability testing, photostability, stability 
regulations for Ell and Japan, SUPAC guidelines, bracket 
and matrixing designs, stabilitly of biotech and biologies and 
much more. 

Attending this seminar will equip you with the most 
current infonnation and thinking on current and future 
challenges you and your company may have to face. 
Individuals acquiring this information will be able to ensure 
that their stability programs are compliant and consistent 
with current best business practices. Whether an individual is 
an experienced stability professional or a novice this seminar 
will better equip you with the information and the tools 
needed lo meet current and future stability challenges. 

Tom Catalan Ph.D. 
Associate Director Pharmaceutical and Analytical Sciences 
Searle R&D 
Monsanto Life Sciences Co. 

aMONIANTO mpanj' 

Maximize Your Networking Opportunities 
Don't miss the opportunity to network and showcase your products 
and services to senior-level decision makers Involved In stability. 
CBI's Intemationai Stability Programs conference offers you an 
excellent opportunity to maximize your 1999 marketing dollars 

through these showcase opportunities: 

• Program Sponsorship • Cocktail Reception 
• Luncheon Sponsorship • Tabletop Exhibit 
• Networking Break Sponsorship • Advertising in the Compendium 

If you are interested in sponsorship & exhibit opportunities, 
please call Stuart Steller at 781-939-2411 or fax 781-939-2495. 

To Register Call Toll Free 800-817-8601 (outside U.S. call 781-939-2438) or Fax 781-939-2490 



REGULATORY COMPLIANCE AND EXPEDITED DESIGN AND EXECUTION OF 

I N T E R N A T I O N A L 

S T A B I L I T Y 
P R O C R A M S 
May 20-21,1999 • Sheraton Rittenhouse Square • Philadelphia, PA 

Compendiums 

WISH YOU WERE HERE! 
Fortunately — if you can't attend — you can 
still be Informed of the latest developments In 
International Stability Programs by 
purchasing the Conference Compendium. 
Simply check the appropriate box on ttie 
registration form and send it with your payment 
of just $298. Your copy of the proceedings will 
be mailed Immediately following the conference 

I Registration Fee: 
Tlie registration fee for the 2-day conference only is $1695; 
Fee includes continental breakfast, lunch, refreshments and 
conference compendium. Early Bird Discount - Register by 
March 1st and receive $200 off the conference. Please make 
checks (in U.S. funds drawn on a U.S. bank) payable to The Center for 
Business Intelligence, LLC. 

I Team Discount: 
Your organization may send 1 executive FREE for every 3 delegates 
registered. All registrations must be made at the same time to qualify. 

I Venue: 
Sheraton Rittenhouse Square 
18th At Locust Street 
Philadelphia, PA 19103 
Tel: 215-546-9400 • Fax:215-875-9457 

I Discount Accommodations & Tt'avel: 
Contact the hotel directly by April 19,1999 to qualify for special reduced 
rates. CBI's official travel service. Travel Concepts, can negotiate low group 
air fares and car rentals. Call them at 800-640-8082 (508-879-8600 
outside the U.S.) Mention that you are attending CBI's International 
Stability Programs conference to qualify for hotel and travel discounts. 

I Substitution & Cancellation: 
Your registration may be transferred to a member of your organization 
up to 24 hours in advance of the conference. Cancellations received in 
writing on or before May 6,1993 will be refunded, less a $195 
administrative charge. No refunds will be made after this date; however, 
the registration fee less the $195 administrative charge can be credited 
to another CBI conference if you register within 6 months from the date 
of this conference. In case of conference cancellation, CBI's liability is 
limited lo refund of the conference registration fee only. CBI reserves 
the right to alter this program without prior notice. 

Satisfaction Guaranteed: 
CBI stands behind the quality of its conferences. If you are not satisfied 
with the quality of the conference, a credit will be awarded towards a 
comparable CBI conference of your choice. 

5 Easy Ways to Register 

3 K e y R e a s o n s t o A t t e n d : 

1) Hear from 12 International Pharmaceutical Companies: 

Abbott Laboratories • DuPont Merck Pharmaceutical 

Company • Eli Lilly & Co. • Glaxo Wellcome, UK 
Glaxo Wellcome, USA • Hoechst IVIarion Roussei 
Johnson & Johnson Merck • Medeva Pharmaceuticals 
Magellan Laboratories • Pharmacia & Upjohn • Searle 
Proctor & Gamble • SmithKline Beecham, Belgium 
Yamanouchi Shaklee Pharma • Zeneca Pharmaceuticals 

2) Keynote Presentation from Leading FDA Official 

3) Up-to-Date Information on complying with 
ICH Guidelines and SUPAC Guidances 

Ttie Center for Business Intelligence, LLC 
500 West Cummings Parli, Sulle 5100, Wobum, MA 01801 

Bulk Rate 
U.S. Postage 

PAID 
Gullery 

Registration Card 

O Yes! Please register me for the International Stability Programs conference. 

O I would like to lake advantage of the Early Bird Discount 

O We would Ilka to lake aUvantage of the TEAM DISCOUtn (see lett lor delalls) 

o I cannot attend. Please senrf me a compendium Please send me information on ihe 

PRIORITY CODE (appears below mailing address): 

l.NAME POSITION 

2. NAME POSITION 

3. NAME POSITION 

4. NAME POSITION D=tR3ECE 
COMPANY DIVISION 

ADDRESS 

CIIV STATE/COUNTHV ZIP/POSTAL CODE 

TELEPHONE FAX E.MAIL 

AUinOPIZEO SIGNATURE 

P a y m e n t O p t i o n s : Paymen t in fu l l is requ i red t o p r o c e s s reg is t ra t ion 

o Enclosed Is a check for payment in full 

OMC/Visa: 

NAME (AS APPEARS ON CARD) 

CAROHOLDEK SIGNATURE 
Please photocopy this form tor additional delegates. 

WEBSITE 
www,cbinet.coni 

E-MAIL 
reglstrar̂ cbinet.com 
Please include all infonnation 
requested on registration card. 

MAIL 
Registration Dept. 
The Center for Business Intelligence, LLC 
500 West Cummings Park, Suite 51 OO, Woburn, MA 01801 

REGISTER TODAY! CALL TOLL F R E E 800-817-8601 



y Proceiss Optimiiation, 6iganhaH^^^ Change, Knowledge Management 
and Decision Tools to Reduce Drug Discovery Cycle Tinies 

JUNE 17-18, 1999 * PRINCETON MARRIOTT FORRESTAL VILLAGE * PRINCETON, NJ 

Featured Presentations from: 

Axys Pharmaceuticals 

Elan 

Eli Lilly & Co. 

Merck & Co. 

Millennium 
Pharmaceuticals 

Monsanto 

Pfizer 

Rhone Poulenc Rorer 

Zymark 

And more... 

in Association WItii: 

Organized By: 

CENTER/or 
BUSINESS 
INTELLIGENCE 

CWs 
Pharmaceutical 
toj, Series 

Streamline your Discovery Process: 
> Operations management for large scale discovery research — 

Realign groups, work processes and automation to produce 
significant improvements in efficiency 

> Build a culture of creativity and innovation 

> Develop a consistent methodology in decision making for 
resource allocations and strategic R&D portfolio planning 

> IT support systems that turn information from genomics, 
combinatorial chemistry, proteomics and pharmacogenetics 
into knowledge and decisions 

> Ensure that compounds handed off by the discovery 
organization are maximized for success in clinical trials 

> Integrate resources and talents of collaborating companies 

> Respond to changes in risk over the course of the project 

A Must Attend Pre-Conference Workshop — June 17,1999 

Fostering Innovation and Efficiency tlirOugii 

Knowledge Management 
v;v; > Improve cominiinlcation and the transfer of knowledge among researchers 

> Measure reduced lead discovery times and financial returns from a 
knowledge management program 
CASE STUDY PRESENTATIONS FROM MERCK & CO. AND MONSANTO 



Fostering Innovation and Efficiency through 

KNOWLEDGE MANAGEMENT 
7:30 

8:00 

8:15 

9:30 

10:00 

10:45 

Registration and Continental Breakfast 

Workshop Leader's Welcome and Opening Remarks 

Designing and Implementing Knowledge 
Management Systems — More Innovative and 
Efficient Drug Discovery 
This session provides a framework for understanding the 
critical components of a world-class knowledge 
management system. We discuss case studies that illustrate 
the framework pieces and their interdependencies. 
For example, we examine workgroup communities and their 
impact on effectively managing different types of knowledge 
during drug discovery. We also discuss how community 
characteristics impact technology selection for knowledge 
management. In addition, this session presents a five step 
approach for starting a knowledge management project, 
presenting a case study from a leading pharmaceutical 
company which iUustrates how the approach could be 
applied in drug discovery organizations. 
Eric Darr, Ph.D., Senior Manager, Knowledge Based Business 
Solutoin Team, Emst & YOUng 

Networking and Refreshment Break 

I T Solutions to Transform the Way 
Scientists Collaborate on Research Projects — 
Merck's PartnerNet 
This session provides a summary of the components that 
comprise secure, end-end electronic information transfer. 
Points that are covered in this session include: 

• The value and reality of accessing vast core repository 
of information with point-and-click ease 

• Opening up secure lines of communication with 
business partners, laying the foundation for more 
productive research collaborations 

• Enabling scientists to work from a common project 
database, regardless of location 

• Implementing multilayered security to protect data and 
communications 

Donald Amoruso, Research Information Services, Merck & Co. 

Measuring Return on Knowledge — 
Reducing Drug Discovery Cycle Times 
through Knowledge Management 
In a research-intense industry, intellectual capital becomes a 
basic economic resource and the principle means of 
creating value. Most would agree that the rapid transfer 
knowledge can significantly speed the process of 

identifying lead compounds in pharmaceutical or 
agricultural research programs. But with Knowledge 
Management still evolving or non-existent in most 
corporations, some assessment of its actual financial 
contribution can go a long way toward getting buy-in from 
senior management. Measuring the retum-on-knowledge 
(ROK), both the "soft" financials (anecdotal) and "hard" 
numbers (bottom-line contributions), is co-evolving with 
the skills and understandings around Knowledge 
Management within Monsanto. This session presents a case 
study of financial returns and lead discovery advantages 
contributed by the knowledge management program at 
Monsanto. 

• Measurement of financial returns and reduced 
lead discovery cycle time from a knowledge 
management program 

• Promoting knowledge management in terms of 
bottom-line contributions 

• Measuring the effectiveness of communication initiatives 
Jane E. Rady, Vice President Knowledge Management-Prospecting 
Monsanto Company 

11:30 Close of Workshop 

— About your Workshop Leaders — 
Eric Darr is a Senior Manager In Ernst & Young's Knowledge Based Business 

Solution Team, and an Adjunct Professor of Organization and Strategy at the 
Anderson Graduate School of Management at UCLA. He specializes In organization 
design, social network analysis, and the design of processes and technology for 
knowledge acquisition, storage and sharing. He has over 12 years of experience 
designing and building knowledge management systems in a wide variety of 
industries. Including; automotive, aerospace, energy, financial, insurance, 
pharmaceutical and retail. Eric has a Ph.D. In Organizational Design and an M.S. in 
Industrial Administration from Carnegie Mellon University. He also has an M.S. In 
Industrial Psychology. 

Jane E. Rady is Vice President, Knowledge Management-Prospecting for 
Monsanto Company. Prior to joining the KM leadership team last year, Ms. Rady 
was President and General Manager of Lorex Pharmaceuticals, the US joint venture 
between Searie and Synthelabo. First joining Monsanto In 1984 as Director of 
Business Development and Venture.Capital, Ms. Rady moved to Searle in 1986 
holding positions of Increasing responsibility including Vice President, Strategic 
Planning for the company and Vice President, Licensing and Business Development. 
Prior to that, she had been with Abbott in pharmaceutical research, business 
development, and operations management. She received MS In Microbiology from 
the University of Illinois, Urbana and her MBA from Northwestern University. 

Donald Amoruso is Manager of Merck Research Laboratories, Computing 
Infrastructure Architecture group, Planning and Development since 1996. Previous to 
this, Mr. Amoruso was a member of the Senior Technical Staff at Lockheed-Martin 
Astro-Space Division, responsible for NASA's Spacecraft Guidance, Navigation and 
Communications programs. Mr. Amomso is a graduate from Manhattan College with 
degrees In Electrical Engineering and Computer Science, currently enrolled at 
Harvard Business School Executive Education program and a member of the 
Delaware Valley Artificial Intelligence Association. 
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"The Logistics of Running a Big Factory Can be Complicated; Discovery Facto 

M A I N C O N F E R E N C E 
11:30 Mean Conference Registration 

12:30 Chairperson 's Welcome and Opening Remarks 
Douglas A. Livingston, Ph.D., A.xys Pharmaceuticals, 
Vice President, Combinatorial Chemistry 

:2:40 ' 

Many companies have reduced the duration of an average 
clinical development project by standardizing tasks and 
procedures, expanding information and data handling 
capabilities, and implementing resource management 
systems. Meanwhile, the front end of R&D, drug discovery, 
remains a major time consumer in the process. Recreating 
discovery to increase efficiency and quality of the product 
(the lead compound) is the necessary response. Improving 
research means quickly executing hypothesis, analysis, 
testing and revision to rapidly converge on ideas and leads, 
harvesting and mining expanding internal and external 
knowledge and increasing the effectiveness with which the 
entire process is managed. 

Terri Cooper. Ph.D., Director, PrlceWatertlOUSeCoopers 

Operations Management for the New 
Pharmaceutical Research Technologies 

:00 High Throughput Discovery Research — 
The Real Issues 
Many research organizations today are focused on increasing 
throughput of a discovery research "factory" by eliminating 
bottlenecks. Multi-million dollar investments are being made 
to put in the latest and fastest chemistry, robotics and 
screening automation. The end result, however, is not what 
you might expect. Often times it is not a modern "factory" 
operation delivering maximum quality and output, but a 
concatenation of expensive equipment exhibiting numerous 
process deficiencies. Rework, redundancy, sequential work 
activities, ineffectual policies and uncoordinated logistics 
undermine obtaining the expected results. Fundamentally, the 
real issue is how well engineered and executed is the overall 
process. This presentation highlights the key challenges of 
assembling a modern discovery factory independent of any 
one piece of equipment. Emphasis is given to strategies for 
streamlining the discovery process, using available 
technology, by paying particular attention to the logistics of 
how materials move around the system. There is significant 
payoff in costs savings to this approach, but more importantly 
the result is higher throughput and quality. 
David A. Kniaz, Vice President, Research Informatics, 
EMAX Solution Partners 

1:45 Higher Throughput Target Discovery and Validation — 
Maximizing Productivity in Genomics 
As the recent wave of advanced genomics and drug 
discovery technology matures, attention must turn to the 
operational and procedural methods needed to maximize its 
productivity. Mere application of automated methods is not 
sufficient to ensure quality of research. This presentation 
examines case studies in the optimization of large scale 
genomics projects: 

• Creating a culture aligned for speed 
• Analysis of existing processes and benchmarking 

for best performance standards 
• Realignment of groups, work processes and automation 

to increase efficiency 
• Operations management for genomics research 
• TQM/QC in gene target discovery 

Geoffrey S. Ginsburg, M.D., Ph.D., Senior Program Director, 
Millennium Pharmaceuticals 

2:30 Networking and Refreshment Break 

3:00 An Operations Approach to Combinatorial 
Chemistry and Assay Development — 
Organizational and Strategic Consequences 
During the successful buildup of a large combinatorial 
chemistry organization within our company, some very 
pragmatic considerations led us to redefine the manner in 
which we applied this capability to pharmaceutical research. 
In several ways, these considerations ran counter to our 
initial expectations. By dividing the organization strictly 
along functional lines, we found that resource requirements 
for chemistry development and validation are typically much 
greater than those required for library synthesis, despite the 
degree of automation. Thus, the cost of a project is often 
inherent in the synthesis protocols, rather than in the library 
itself. Consequences of this and other experiences on the 
chemistries developed, production technologies and lead 
optimization strategies are discussed. 
Douglas A. Livingston. Ph.D., Vice President. 

Combinatorial Chemistry, Axys Pharmaceuticals 

3:45 'High Velocity Laboratory' Applying 
Manufacturing Process Techniques to Research 
The world's best manufacturing companies are typically 
paving the way for new process techniques, such as Just­
in-Time. Reducing cycle time (from customer order to 
ship) is one of the key metrics that manufacturing 
companies must focus on to stay ahead of the competition. 
The pharmaceutical industry is now going through some 
of the same cycle time reduction challenges. Using basic 
concepts and case studies, the discussion follows on how to 
take proven manufacturing process systems and apply them 
to improve research processes at pharmaceutical 
companies. Improvements in cycle time, lead time, on time 
delivery, inventory levels and quality can be achieved 
through implemations of 'pull systems,' cellular 
manufacturing and process mapping. 
Ed Thumith, Director of Operations. Zymark Corporation 

1-939-2438 outside the U.S.) or Fax 781-939-2490. R e 



s at Major Pharmaceutical Companies Are No Exception." - Modem omg Discovery, jan Feb 1999 

— PANEL DISCUSSION — 

4:30: Uncovering the Real Bottlenecks , 
Engage a panel of speakers iri a discussion of the hidden 
(and not so hidden) rate-limiting steps in identifying 
leadcpmpounds,-a look at the shifting environment in 
discovery research and how-pharmaceutical corporations 
must adapt'to changes in tecKriology. 
Moderator: 

Douglas A. Livingston. Ph.D., 
Vice President.Combinatorial Chemistry, . 
Axys Pharmaceuticals < 

r • Panelists: . 
Terri Cooper,.Ph.D., ...... 
DiVecto;;, PricewaterhouseCoopers . . 

. Geoffrey S. Ginsburg, M.D., Ph.D., 
Senior Program Director, '- . ' ' 
Millennium Pharmaceuticals 
David Kniaz, 
Vice President, Research Informatics, 
EMAX SoliJtion Partners 
Ed Thumith, . • • . - • ' -
Director of Operations, 
Zymark Corporation 

5:00 Close of Day One 

15-6:15 Wine & Cheese 
Networking Reception 
Join colleagues and friends in a 
relaxed setting. 

Day Two — Friday June 18,1999 

Blind Cul tures of Creativity and 
Col laborat ions 

9:00 Building a Culture of Creativity and Innovation 
• Creators and Innovators — first you have to 

find them 
• Keeping the innovators — create a sense 

of purpose 
• The creativity uncertainty principle — how do 

you measure creativity without destroying it? 
• Sitting around the campfire — The importance 

of stories in fostering a culture of innovation 
• Is incrementalism the daughter of innovation or 

its nemesis? 
• Selling innovation lo "The Street" 

Ian H: Williams, Senior Director, Strategic Management 
Group, Pfizer Central Research 

9:45 Collaborative Research — Managing Projects 
Across Corporate Boundaries 

• Before the ink has dried — evaluating potential 
partners, establishing rapport and relationship, 
setting expectations 

• After the ink has dried — what are the first steps to 
successfully launch a collaborative research program 

• Getting buy-in from researchers on both sides 
• How to implement the successful integration of 

resources and talents of the two companies 
• Establishing effective project communications 

between corporate partners 
• Measuring and tracking the performance of 

collaborative research 
Kathryn Smith. Head R&D Technology Office, Pfizer 

10:30 Networking and Refreshment Break 

8:15 Continental Breakfast 

8:45 Chairperson's Opening Remarks 
Eucluiria Meehan, Ph.D. CDipAF, Senior Project Manager, 
Elan Pharmaceutical Technologies 

IT Solut ions for R e s e a r c h Productivity 

UPCOMING CBI PHARMACEUTICAL EVENTS 

Pharmaceutical/Biotech 
R&D Alliances 

April 29-30,1999, Cambridge, MA 

International 
Stability Programs 

May 20-21,1999, Philadelphia, PA 

Computerized Clinical Trials 
May 23-24,1999, Washington, DC 

Electronic Adverse Event 
Reporting and Submissions 
June 10-11,1999, Washington, DC 

Site Management 
Organizations 

June 17-18,1999, Boston, MA 

Contract Sales 
Organizations 

June 17-18,1999, Atlantic City.NJ 

Medicaid Rebates 
June 23-25,1999, Atlantic City.NJ 

Solutions for Global 
Pharmaceutical Distribution '99 

June 24-25,1999, Arlington, VA 

10:45 Integrated Information Systems for Global 
Collaborative Research 

• Global integration and consolidation of research 
information 

• Standardizing data structures to for global access 
• Extracting value and fostering innovation through 

intelligent data mining and visualization 
• Integration of financial, environmental, chemical 

supply and scientific repositories of data to support 
the research process 

• Application of basic supply chain philosophy to 
research productivity — an emphasis on speed, 
quality and decreased cost per unit of information 

• Real-life case studies in research process 
improvement 

Peter Loiipos, Senior DirectorResearch Informalion Technology 
Rhone Poulenc Rorer Gencell, Pharmaceutical Discovery 

s t e r o n o u r w e b s i t e a t w w w . c b i n e t ^ o o m 



11:30 Improving Decision-Making in Pharmaceutical 
Research through Datamining and Visualization 
Delegates hear about integrated software solutions to 
manage data overload, simplifying multiple decision stages 
through datamining and visualization. 

• Decision support systems that turn information into 
knowledge and decisions 

• Turning information assets of genomics, combinatorial 
chemistry, proteomics and pharmacogenetics into 
decisions 

• Mineset — an integrated tool for experts and 
non-experts 

David M. Zirl, Ph.D., Chemistry Market Manager, 
Silicon Graphics 

12:15 Luncheon 

Tools and Methods for Quality 
Decis ion-Making In Drug Discovery 

1:45 Assessing and Managing Risk in Discovery 
and Research 

• Identification and analysis of project risks in Drug 
Delivery research 

• Addressing challenges from Drug Discovery 
• Factoring in technical complexity and challenges 
• Tools for projecting drug development costs and 

market potential 
• Responding to project risks through a defined process 
• Responding to changes in risk over the course of the 

project (e.g. the emergence of a competitor product, 
partner bails out) 

• Balancing high risk, high potential R&D with lower 
risk R&D bringing incremental near term revenue 

Eitcliaria Meehan, Ph.D. CDipAF Senior Project Manager, 
Elan Pharmaceutical Technologies 

2:30 Networking and Refreshment Break 

2:45 Compound Selection and Intelligent Early 
Attrition 

• PK/PD Modelling 
• Clinical trials simulation 
• Surrogate markers/biomarkers 
• Beyond Ki — toxicology and drug disposition as 
drivers of the clinical transition 

Neil Bodick, M.D., Ph.D., Director of Clinical Operations, 

Global Clinical Research, Lilly Research Laboratories 

how it is possible to answer "yes" to all of the above 
questions, and how such results are realistically and 
practically accomplished. Essential ingredients include: 

• Developing credible valuation metrics that align the 
organization toward higher value creation, while, at the 
same time, enhancing its creativity 

• Recognizing and measuring added value creation 
potential from better resource allocation 

• Achieving credibility in information and methodology 
from project teams through top management 

• Achieving organizational buy-in and alignment to 
focusing resources on highest value activities, while 
pruning less valuable ones 

• Designing and leading a process that inexorably 
ensures the above results 

Thomas W. Keelin, Managing Director, Worldwide, 
Strategic Decisions Group 
Paul Sharpe, Fonner Vice President and Director 
of Project Management in Neuroscience, 

SmithKline Beecham (invited) 

4:15 Close of Main Conference 

Building professionalism in project management, 

The Project Management Institute (PMI) 
is an international organization formed in 1969 that 

currently serves almost 45,000 members representing a 
wide variety of industries. PMI offers members networking 
opportunities in both local chapters and Specific Interest 
Groups (SIGs). While chapters serve members from a 
variety of industries in geographically determined areas, 
members looking to network with specific industry peers 
may join Specific Interest Groups. 

SIG members communicate through newsletters, 
telecommunications, the internet, and PMI professional 
publications. Ttie Pharmaceutical SIG provides a forum for 
the professional exchange of ideas on a variety of topics 
related to management of drug, biotech and medical device 
product R&D, as well as management of programs througti 
contract research organizations. 

Through a special arrangement between CBI and the PMI 
Pharmaceutical SIG, members of the Pharmaceutical SIG are 
eligible to receive a $300 discount on conference fees. 

See the back page for details. 

3:30 How to Create Value with Better Resource-
Allocation Decision-Making 
SmithKline Beecham (SB) has completed a major initiative 
to improve its resource allocation decision-making. 
By addressing the soft issues — such as information quality, 
credibility and trust — SB improved its ability to address the 
hard ones: how much and where to invest. 
As a result, SB improved the value of its new product 
portfolio be more than 30 percent without increasing 
investment, and institutionalized an on-going capability to 
create additional value year after year. This session shows 

Maximize Your Networking Opportunities 

Don't miss the opportunity to network and showcase your products and 
services to senior-level decision makers. CBI's Drug Discovery Project 

Management conference offers you an excellent opportunity to maximize 
your 1999 marketing dollars through these showcase opportunities: 

• Program Sponsorship • Cocktail Reception 
• Luncheon Sponsorship • Tabletop Exhibit 
• Netvirorking Break Sponsorship • Advertising in the Compendium 

If you are interested In sponsorship & exhibit opportunities, 
please call Chris Currle at 781-939-2503 or fax 781-939-2495. 



DRUG DISCOVERY 
PROJECT MANAGEMENT 

Process dptfffl/zaf/ofl/.Orffan/zaf^^^ 
knowiedge'Htmitsemeat and Decisfon Tools 

:,- Jo Reduce Drug Discovery Cycle Times 

Hear from 9 Major Pharmaceutical/Biotech Companies: 

Axys • Elan • Eli Lilly & Co.Merck & Co 
Millennium Pharmaceuticals • Monsanto 

Rhone Poulenc Rorer • Pfizer • Zymark Corporation 

four Case Studies in Drug Discovery Process Optimization 

Pre-Conference Workshop • Thursday, June 17,1999 

Fostering Innovation and Efficiency through 
KNOWLEDGE MANAGEMENT 

Presentations on Decision Support and Hletliodoiogy 

JUNE 17-18, 1999 • PRINCETON MARRIOTT FORRESTAL VILLAGE - PRINCETON, NJ 

Compendiums 
WISH YOU WERE HERE! 

Fortunately — if you can't attend — you can 
still be Informed of the latest developments in 
Dmg Discovery Project Management by 
purchasing the Conference Compendium. 
Simply check the appropriate box on the 
registration form and send it with your payment 
of just $298. Your copy of the proceedings will 
be mailed immediately following the conference 

Registration Fee: Commercial PMI 
Discount 

Conference &WorKshop $1495 $1795 
Conference only $1095 $1395 
Workshop only N/A $695 
Fee includes continental breakfast, luncti, refreshments and conference 
compendium. Please make checks (in U.S. funds drawn on a U.S. bank) payable to 
The Center for Business Intelligence, LLC. 

Team Discount: 
Your organization may send 1 executive FREE for every 3 delegates registered. 
All registrations must be made at the same time to qualify. 

Venue: 
Princeton Marriott Forrestal Village 
201 Village Boulevard 
Princeton, NJ 08540 
Tel: 609-452-7900 • Fax: 609-452-1223 

Discount Accommodations & It'avel: 
Contact the hotel directly by l\flay 26,1999 to qualify for special reduced 
rates. CBI's official travel service. Travel Concepts, can negotiate low group air 
fares and car rentals. Call them at 800-640-8082 (508-879-8600 outside the 
U.S.) Mention that you are attending CBI's Drug Discovery Pro)ect 
Management conference to qualify for hotel and travel discounts. 

Substitution & Cancellation: 
Your registration may be transferred to a member ot your organization up to 24 
hours in advance of Ihe conference. Cancellations received in writing on or 
before June 3,1999 will be refunded, less a $195 administrative charge. No 
refunds will be made after this date; however, the registration fee less the $195 
administrative charge can be credited to another CBI conference if you register 
within 6 months from the date of this conference. In case of conference 
canceliatlon, CBI's liability is limited to refund of the conference registration fee 
only CBI reserves the right to alter this program without prior notice. 

I Satisfaction Guaranteed: 
CBI Stands behind the quality of Its conferences. If you are not satisfied with the 
quality of the conference, a credit wiil he awarded towards a comparable CBI 
conference of your choice. 

5 Easy Ways t o Reg is te r 

Tne Center for Business InleliiQence, LLC 
500 West Cummings Park. Suite 5100, Wobum, MA 01801 

Bulk Rale 
U.S. Posiage 

PAID 
Gallery 

00 NOT REMOVE lulAILING LABEL. PLEASE RETURN ENTIRE FORM. 

O Yes! Please register me for the DRUG DISCOVERY PROJECT MANAGEMENT conference. 

O Conference & W/orkshop O Conference only O Workshop only 

O We wnuW like to lake adiiantase ol the TEAM OlSCOUNT (see left lor detolls) o I am a membar ol PMI 

O I cannot attend. Please send me a compendium Please send me infoimatlon on the conlerence 

PRIORITY CODE (appears below mailing address): 
Register 3 I i 

l.NAME POSITION 

2. NAME POSITION 

3. NAME POSmON 

«. NAME posmoN 

COMPANY OMSION 

ADDRESS 

CITY STATE/COUNim ZIP/POSTAL CODE 

TEEPHONE FAX E-MAIL 

AUTHOniZED SIGNATURE 

P a y m e n t O p t i o n s : P a y m e n t in fu l l is requ i red t o p r o c e s s reg i s t ra t i on 

O Enclosed is a check (or payment in full 

O M C / V I S B : 

O A m e x : 

NAME (AS APPEARS ON CARD) 

CARDHOLDER SIGNATURE Pleaso ptiotocopy this form for additional delegates. 

WEBSITE 
www.cblnet.com 

E-MAIL 
registrarScblnetcom 
Please Include all Inlonnatlon 
requested on registration card. 

MAIL 
Registration DepL 
The Center for Business Intelligence, LLC 
500 West Cummings Parti, Suite 5100, Wobum. 01801 

(M§amfii3^iBC5^^ ..... 



— Keynote Speaker— 

KATHRYN HUNTLEY 
US member of MedDRA 

development team, 
IIWSSO Program IVIanager, 

TRW 

Robert Bell 
Partner, INTERNATIONAL 
DRUG REGISTRATION, L.L.C. 
Former Director, Office of 
Management, CDER-US FDA 

Mark Blake 
Manager, Drug Safety and 
Epidemiology 
ZENECA PHARMACEUTICALS 

Mark E. Boulding 
Partner 
LONG ALDRIDGE & NORMAN 

Anttiony J. Calandra, Ph.D. 
IVIanager, Regulatory Affairs 
AMGEN, INC. 

Jotin Chidlow, Ph.D. 
Executive Director of 
Regulatory Affairs Europe 
QUINTILES, UK 

Gary E. Gamerman, 
M.S.,J.D. 
Attorney A 
HELLER EHRMAN 4^ 
WHITE & MCAULIFFE ' 

George P George 
Partner 
BOOZ.ALLEN & HAMILTON INC 

Rajesh Gosh 
Global System Administrator 
NOVARTIS 
W. Gregory, Ph.D. 
Director, 
Regulatory Affairs 
PFIZER 
Joanna Haas 
Executive Director, Clinical 
Safety & Epidemiology 
NOVARTIS 

Stephen L. Klincewicz 
Medical Director 
ZENECA PHARMACEUTICALS 

Vlasta Pinkston 
Director, North American 
Product Surveillance 
GLAXO WELLCOME 

Elaine S. Price 
President and CEO 
PHOENIX SYSTEMS ^ 
INTEGRATION j 

Janet Schorr 
Product Manager 
DOMAIN PHARMA 

Sandy Smith, Ph.D. 
Manager, International 
Clinical Safety 

- AMGEN, INC. 

Global Harmonization of 

|EiEcrRON/c ADVERSE 
EîEiiir /?EPOi?r/JVG 
b Si/BM/SS/OIVS 

June 10-11,1999 • Hyatt Regency on Capitol Hill • Washington, DC 

AERS Pilot Program Participants from Glaxo Wellcome and Zeneca Pharmaceuticals 

• Hear current ICH recommendations to standardize adverse event reports and 
terminology worldwide 

• Examine the Electronic Standards for the transfer of regulatory information (ESTRI) 
M2 + E2b and the effect on PSURS 

• Know the future of AE submissions and the E2b standard for electronic submissions 

• Evaluate legal and regulatory compliance background of electronic AE reporting to 
minimize risk 

• Map your legacy data to MedDRA and your company dictiohary 

• Review outsourced ADR reporting errors to minimize risk 

• Identify outsourced product liability issues with contractor SOPs, E2b Electronic 
Interface and MedDRA Coding Specifications 

• Challenges of outsourced timelines for ADR reporting regulatory compliance 

• How changing regulations affect your company's needs for effective epidemiology 

^ ( j U ^ — Choose from 2 Pre-Conference Workshops — June 10,1999 — 

WORKSHOP A WORKSHOP B 

Organized By: 

,1 CENTER/"r 
i , U BUSINESS 
•SBS INTELLIGENCE 

Outstanding Support Provided By: 
Clinv4lerf 



The US Electronic Record 
Rule and Its Application' 

to Safety Data — 
Electronic Signatures 

.•: This worksHop'looks at:ihe regulation from botli-tlie FDA and industry 
jDerspcctive and provides a practical'.approacii.to cbrnplying .with. Part 11 

8:30 Registration and G.onlinenia'LBrealcfast '..i.'.^ . 

S.AS ' f Welcome and'Opening Remarks . ;• . '• .. ; " '"' . 

; H i s t o r y of 23 era "..'f' 

• •/ ; . IT; Overview of the Final,Rule ;. ' ' 

. ' ' • m. ' Scope and,Definitions' ' > • • ". ' .. 

• • ,', rV. Closed Systcrnsippch Systcrns.arid C 

• • , V. , Electronic Signatures , •,• '''." ''•' 

,• •, , VI;, Computei-ZSoftware Validatiph ' / 

'-•': . •, .''vri;' Changc.Coiitrol\ • > . 

. ' Vlfl.' System DociimeiiWtiori and SOP Alignment ' 

J IX.- Gonsiderations:for Quality Assurance, Records lo 
. . Submit, Records to Maintain 

• • ",. X. V Approaches to Elecfrbriic Signature Certification 
,. ' . S and the Electronic Submissions Docket 

, " XI. . Where is the Agency Head^ • , •' ; 

« , • . XIT.. Arc thcre'Global lmplications for Industry?^ 

\2:0b-.. ' close of Wqrics.hop ' f . ', - V , :[ . > . . ' - • , ' 

•• " . • There will be a 20 rninute refreshnienf b'reajc'at 10:00 

. — About Your Workshop Leaders-^. 

Robert Bell, PartnerJnternatipnal Drug Registratioii,.t.L;C., 
former Director, Office of Management, CDER-US FDA 

Robert A. Bell is c6-founiJer of Interh'ational- Dnig Registration, L.t.C. ari 
•' ihlematlonal consulting firrh-tHat pr6vides:ser\'ices to the Pharmaceutical, 

• ' and.related industry. He is a senior consultant to Electronic Submission > 
•.Publishing Systems.Tnc. Prior lo,establishing'.the,consulting>firm,';Bpb 

" , was Director, iOffice of Managefneiit, Center for Drug'Ev^ 
, Research, FDA.'.'v.' -'. . " ' ' .. .•'••"- . ; 

vil. Gregory, Ph.D., Director; Regulatory Affairs,, Pfizer t . ; . 
VVilliam Gregbr)'is.pirect6r,,Reguialor>'Affairs, at Pfizer,. j , . - ' . 
Pharmaceiitic'alsVwhere he.has broad.responsibilityTor regulatory : 

•,• affairs !on a worldwide.basis.-He.has rriore than 15'years of experience ' 
dire'cting-product̂ candidateVegistradbn programs: h ' 

.'.' :c!inical team leader-for several anti-iiifective product development 
•• : prbgranis.arid has extensive experience in d-ie eyaluation and reporting ' 
. of safety data. He.also Has experience in,.de;velpping electronic data 

review aidsTor,regulatory reviewers.'•'-,. • , • , ! .' ~.:,.-' 

Elaine S. Price, President and CEO, Phoeniii Systems liitegratlon -
' ••, Ms.'I^ce has'18 years industry'experience ill the'development,', . 
' \ marliedng, and iniplemematidn.of ."tum-keyV soluti ' 

.' • document inanagement'applications.- She has personally.managed the ', ., 
•succe'ssfui deplbynient of'EDMS technology. Elaine has extensive ". 

• ;' inlerjialibnal experience and'an establislied.tra^ 
staii4ip,companies fTomiimtial'slarlup tp sustaihed.arid profitable groNvth. 

/ Choose \ 
Irom 2 ^ 

Pre-conference 
Workshops' 

Uune 10,1999/ 

B . The ICH Common 
^ Technical Document — 
Develop the CTD for Global 

Registration Dossiers 
The development of the Common Technical Document will 
enhance the'way in which regulatory information is provided iri the 
future, facilitating higher quality and more cost-effective management 
of regulatory dossiers. Global agreement on achievable technical . 
.requirements is needed-and the current draft ICH guidelines on 
quality, safety and efficacy are providing the ffameworic for working 
towards harmonization. • ! 

8:30 Registration and ConlinentatBreakfast 

8:45 Welcome and Opening Remarks . ' 

I. Overall Structure of ICH Draft Guidelines and 
Format Harmonization 

n. Format of Reports and Dociiments for Use in 
Developing Company SOPs 

III. Common Tabulated Summaries 

IV. Construct Company, Technical Manual 

Real life — The new format facilitation of electronic submissions 
atid the use of electronic document management systems still presents 
a challenge. Differences between USP, EP and JP are still an issue, 
but the implementation of common best practice is, as always, the 
pragmatic approach and the way forward towards global 
harmonization. A 'real life' presentation for users of CTD and the | 
assessment.of the challenges .and ."best-practice"-opportunities 
are discussed. 

V. The Reality Harmonization within the Three 
Regions as Illustrated in Industry Models 

VI. Regional Differences and the Use of 
• Illustrative Examples 

vn . ICH progress on the International Dossier for 
Registration — CTD-Safcty and CTD-Efficacy 

VIII. Scope pf CDT-Quality, Restrictions for 
Biotechnology Products 

IX. Best Practices 

12:00 . Close-of Workshop-

There will be a 20 h-iinute refreshment break at 10:00 

— About Your \l\lorl(shop Leaders — 

John Chidlow, Pĥ D., Executive Director, Regulatory Affairs Europe, 
Quintiles, UK 

Dr Chidlow has his B.Sc. in Chemistry and his Ph.D. in Microbiology, 
and Immunology and has 30 years experience of Research and 
Development work, including 20 years in Regulatory Affairs. He 
began his pharmaceutical industry career in 1977 as a prodiict-
development project mahagerin Unilever medical products division. 

Anthony J. Calandra, Ph.D., Manager, Regulatory Affairs, Amgen Inc. 
- Anthony Calandra is a Manager of Regulatory Affairs at Amgen, Inc., 
• Thousand Oaks, California where he manages a group of regulatory 

professionals focusing on the pre-clinical and clinical development of 
novel recombinant human proteins or new cheniibal entities indicated 
for neurodegenerative disorders, inflammation, and infectious 
diseases. Additionally, Tony is responsible for cooi-dinatirig the 
deparunenl's-stratcgic regulatory awareness activities. Dr. Calandra 
joined Amgen in 1992 as a Regulatory Specialist. 



Meet Impending FDA Mandates on Ele 
M A I N C O N F E R E N C E 

Day One — June 10, 1999 

12:15 Main Conference Registration 

1:00 Chairperson's Welcome & Opening Remarks 

Robert Bell, Partner, International Drug Registration, 
h.h.C, former Director, Office of Management, 
CDER-US FDA 

FDA / ICH Hegulatory Guidelines 

— KEYNOTE SPEAKER — 

1:15 Implementation of MedDRA and the Maintenance and 
Support Services Organization (MSSO) 
This session defines the role of the MSSO regarding the 
ICH Medical Dictionary for Regulatory Activities (MedDRA) 
terminology. TRW was selected to develop support services 
for MedDRA. It was developed in response to ICH 
recommendations to standardize the reporting of clinical 
infomiation including adverse events worldwide. Its role 
will be classification, retrieval, presentation and communication 
of medical information throughout the medical product 
regulatory cycle. 

• What is MedDRA? 

* contents of the new coding dictionary 

* understand the 5 hierarchical levels of MedDRA 

* define the role/use of MedDRA 

• What will be the impact of MedDRA implementation? 

* how MedDRA may impact reporting of adverse events 
both domestically and abroad? 

* evolution of coding principals and reporting agreements 

* choosing version of MedDRA and keeping up with the 
1000 changes per month; receding? 

• The role of the MSSO 

* Subscription services — 

* what is the availability and pricing of MedDRA? 

* what is the role of MSSO? 

* change Management for terminology 

* user groups in the three ICH regions 

* Support services — 

* tools for MedDRA use and enhanced services 

•* support and training 

Kathryn Huntley. MedDRA /MSSO Program Manager, TRW 

— About Our Keynote Speaker — 
Kathryn Huntley, Director of Health Care Systems at TRW 
Systems & Information Technology Group, received her B.Sc. 
from Massachusetts College of Pharmacy and her MBA from 
Northeastern University. Over her career, Ms. Huntley has held 
positions in nuclear pharmacy, health physics consulting, 
academics, and management consulting before joining the 
FDA in 1991. While al the FDA she served as a clinical 
reviewer in the Center for Drug Evaluation and Research. 
In 1993 she accepted the position as Program Manager for the 
Agency,s Standardized Nomenclature Program. She also 
served as FDA's representative on the ICH expert-working 
group responsible for the development of the MedDRA 
terminology. She joined TRW in 1997. 

2:15 ICH Initiatives for Global Harmonization of 
Safety Data Reporting 
Learn ICH initiatives that will impact Ihe development and 
implementation of changes in adverse event reporting 
requirements and future expectations for electronic exchange of 
postmarketing safety data. 

• Why ICH influences the regulatory process 

• Relevant ICH topics and current status in die three 
ICH regions 

'* E2a — Definitions and Standards for Expedited Reporting 

* E2b — Data Elements for Transmission of ADR Reports 

* E2c — Periodic Safety Update Reports 

* Ml — Medical Terminology (MedDRA) 

* M2 — Electronic Standards for Transmission of 

Regulatory Information (ESTRI) 

• The electronic vanguard 

US — Adverse Event Reporting System at the FDA 
* PhRMA / FDA elecu-onic reporting pilot and use of 

MedDRA 

* Advanced Notice of Proposed Rulemaking—Electronic 
reporting of postmarketing adverse drug reactions 

* Europe—EFPIA / EMEA electronic pilot in Europe 

W. Gregory, Ph.D., Director, Regulatory Affairs, Pfizer 

3:15 Networking & Refreshement Break 

3:30 ICH Standards for Electronic Submissions 

• ICH Standards for Electronic Submissions 

• Recommend electronic standards for the transfer of 
regulatory information (ESTRI). M2 -i- E2b and the 
effect on PSURS 

• Regulating standards for transmission of 
regulatory information 

• Look at the future of AE submissions — E2b as an 
intemationai standard. AERS has implemented the E2b 
format into its database and will require manufacturers to 
use the E2b standard for electronic submissions 

• Review the ICH E2b document to gain insight into the use 
of the various items in the message 

• Outline E2b structure and function 

• Minimal requirements for an E2b data set, standard formats 
for including data in messages 

• Overcome the pitfalls often encountered in early attempts to 
use the E2b format 

George P. George, Deputy Topic Leader ICH, M2 & EWG. 
Booz, Allen & Hamilton 

t o Register Call Toll Free 800-817-8601 (781-939-2438 ou ts ide the U 



I ronic Submissions of Adverse Events 
4:30 Legal Issues in Electronic and Online Adverse 

Event Reporting 
As the technology for electronic AE reporting matures, new 
challenges are faced in dealing with regulatory compliance and 
legal liability. The popularity of the Internet also promises pure 
online reporting, but brings with it the burden of an increased 
volume of adverse event reports. This session provides useful 
perspectives on legal and regulatory compliance issues 
connected with electronic and online reporting and will offer 
constructive suggestions for minimizing risk* Legal and 
regulatory compliance background for electronic AE reporting 

• Responsibilities subsidiaries and employees for reporting 

• Application of regulations to electronic submissions 

• Adverse events on the Internet — reporting requirements 
and opportunities 

• Related FDA regulatory compliance and policies — 
digital signature, CANDAs 

Mark Boulding. Partner, Long Aldridge & Norman 

5:15 Close of Day One 

15:15— 6:15 Wine & Cheese 
^ffl to Networking Reception 

r j l * Join colleagues and friends in a 
- "•*=!9s»>^ relaxed setting. 

Day Two — June 11, 1999 

7:30 Registration and Continental Breakfast 

8:00 Chairman's Welcome and Opening Remarks 
. Robert Bell, Partner, International Drug Registration, 
h.h.C, former Director, Office of Management, 
CDER-US FDA 

8:15 AERS Pilot Participants — Regulatory 
Readiness on Electronic Submission of 
Individual Case Safety Reports to FDA 
The FDA launched a new post marketing Adverse Event 
Reporting System (AERS) in November 1997. The system 
allows companies to submit adverse event reports 
electronically and several companies have been involved in a 
pilot project with the FDA. Electronic data interchange via 
ICH standards is an issue for the future for all companies and 
regulators. The pilot experiences of two companies are 
discussed in this session. 

• Glossary of ICH terminology 

• Understand E2b, M2, SGML file structure 

• Electronic submission pilot objectives 

• Electronic ADR Task Force - a collaborative effort 

• Resources needed to get started and to keep going 

• Implementation issues and lessons learned 

• Next steps 

Vlasta Pinkston, Director, North American Product 
Surveillance, Glaxo Wellcome, Inc. 
Mark Blake, Manager, Drug Safety and Epidemiology, 
Zeneca Pharmaceuticals 

9:30 Changing Terminology Effect on Labeling 
Mapping and Data Storage 
This session covers moving from legacy systems 
to new systems and exploiting the advantages of 
international accepted tern-iinology to improve and 
standardize global processes. 

• Strategies for mapping legacy data to MedDRA 

• The potential impact of MedDRA on case expediting status?* 
The relationships between MedDRA terminology and 
product information? 

• What effect will there be on domestic periodic reports and 
the PSUR? 

• Identify issues with reassessed data 

Joanna Haas, E.xecutive Director, Safety & Epidemiology, 
Novartis Pharmaceuticals 

10:15 Networking & Refreshement Break 

How,to Harmonize Your Safety Surveillance Process 

10:30 Convert Your Adverse Events Reporting Systems lor. 
Global Performance — A Sponsor's Vieu/point 
Globalization of post marketing surveillance implies ' 
managing evolving regulatory requirements: USA, EU, Japan 
and other national health authorities as well as ICH and CIOMS 
initiatives. This mandates creating and maintaining a global 
Pharmacovigilance system with electronic reporting facilities. 
What are the ensuing challenges and how can they can be met 
in a global environment? Success requires integrating business 
needs, regulatory demands and technology. 

I. Evaluation -- What is to be Done? 

• Overview of current global regulatory demands and 
future directions 

•* ICH and CIOMS initiatives 

* FDA, European and Japanese requirements 

* electronic data transfer (ICH E2b, electronic signature) 

* coding (MedDRA, WHO-ART, CO-START) 

• Understanding sponsor's needs 

•* organization, philosophy, size, available resources, 
external ties 

• Globalization of business processes 

* clear definition of responsibilities and processes 

* meeting regulatory timelines 

* coordination with internal and external customers 
n. Execution — How to Do It? 

• Business process reengineering: analysis and planning 

• Structuring a model for global workflow and reporting 

• Evaluation of available tools and technologies 

• Configuring the system 

• implementation challenges 

* legacy systems and data migration 

* resources 

* validation 

• Maintenance and enhancements 

Rajesh Ghosh, Global Systems Administrator 
Clinical Safety & Epidemiology, Novartis 

Joanna Haas MD, Executive Director, 
Clinical Safety & Epidemiology, Novartis 

.) o r Fax 781 -939-2490. Register on our webs i te at w w w . c b i n e t . c o m 



11:15 Epidemiology — Role in Safety Surveillance and: 
Interpreting Signals 
Pharmaceutical companies evaluate reports received for' 
potential signals of a serious adverse event. Pharmaceutical 
companies will identify and act on these signals before a 
regulatory body requires them to do so. 
• How changing regulations affect your company's needs for 

effective epidemiology 
• Requirements for safety surveillance and reporting 
• Evaluating data for potential signals of a significant 

event for reporting 
• Creative approaches to signal detection that lead lo 

hypothesis generation 
• Tools and software applications available to detect signals 
• Access 10 AERS/CDC LCDB FOI information, lo obtain 

additional information 
Stephen Klincewicz, Medical Director 
Zeneca Pharmaceuticals 

12:00 Luncheon 

1:15 Compliance, Contractual and Liability Issues in 
Outsourced Adverse Event Reporting 
Increasing regulatory requirements and decreasing staff have 
resulted in the emerging need to outsource safely surveillance 
functions to external organizations. This session explores the 
potential legal, regulatory and contractual issues associated with 
outsourcing ADR reporting 

• Chain of command, chain of reporting and timeline concerns 

• ADR reporting enors-who is responsible? 

• Product liability and confidentiality concerns in event 
classification? 

• Address contractor SOPs, E2b electronic interface, 
MedDRA coding specifications and other contract 
issues in the outsourcing agreement 

• Problems with partial and complete enterprise and 
global report outsourcing 

• Four critical disciplines for all report outsourcing 
relationships 

* selection discipline 

* qualification discipline 

•* moniloring discipline 

* action discipline 

Gary Gamerman, M.S.. J.D. Attorney, 
Heller Ehrman White & McAuliffe 

2:00 Technology's Impact on Safety Surveillance Reporting Systems 
This presentation focuses on the technological aspects of ADR ' 
reporting. It addresses how modern technologies have impacted 
safety sui-veillance reporting systems and what's in store for the 
future of electronic reporting. 

• Outline of the ADR data management process, with an 
emphasis on the areas where technology assists in 
improving the process 

• Developments in the area of ADR reporting, which require 
new or extended IT functionality 

• Developments in the area of information technology, 
which provide new opportunities to improve the ADR 
reporting process 

• Emerging trends in ADR reporting 

Janet Schorr, Clintrace Product Manager, 
Domain Pharma Corporation 

2:45 Networking & Refreshment Break 

Multi-Regional Reporting Requirements 

3:00~. Create and Manage,an Adverse Eyeiit Reporting .-
; . , \System in a Global Network. 
; ' This session is.a:case study in creating and maintaining '̂ 

: '- • a'global pHafmac'pvigilance and safety'repofting systern'.'̂ ' ' •. 
• ' 'Amgen's experience in iTianaging the variety of worldwide ' 

. • '. .' safety reporting-requirements for driigs,.biologies :and,devices 
•. is described.' ' - \ .. -. ... ' , . - . - ' ,, 

V Pla'n'and develop a global, AE reporting system 

• 'Monitor safety for pre and post-marketing 

•• Process a case woridwi'de , :-

' , . •• HaiTnpnize many distinct metliodologies of AE i-eportihg 

• Cope with coiporate-'and international cultural differences 

• Sandy Smith. Ph.D.', Manager, '• • 
International Clinical Safety, kmgen 

3:45 Why Be Afraid ot Electrronic Multiple Source AE Reporting? 
This session provides models and cover the various aspects of 
multi-source adverse event data capture and companies' 
experiences with decisions to multi-source and their outcomes. 

• Identify company objectives with decisions to develop a 
multiple source AR system 

• Eliminating the fear factor wiih responsible analysis and 
execution of a multi source plan 

• Potential sources of AE information and data manipulation 

• Interpreting potentially serious events 

• Benefits of foresighled multi-source AE systems 

• Consistency and quality of data 

• Models from industry 

Mark Boulding, Partner, Long Aldridge & Norman 

4:30 Close of Conference 

Maximize Your Networking Opportunities 
Don't miss the opportunity to netw/orl< and showcase your products 
and services to senior-level decision mal<ers involved in ADR. CBI's 

Electronic Adverse Event Reporting conference offers you an 
excellent opportunity to maximize your 1999 marketing dollars 

through these showcase opportunities: 

Program Sponsorship 

Luncheon Sponsorship 

Networking Break Sponsorship 

Cocktail Reception 
Tabletop Exhibit 

Advertising in the Compendium 

If you are interested in sponsorship & exhibit opportunities, 
please call Stuart Steller at 781-939-2411 or fax 781-939-2495. 

UPCOMING CBI PHARMACEUTICAL EVENTS 

Internationa! Stability Programs 
IVlay 20-21,1999, Philadelphia, PA 

Computerized Clinical Trials 
May 23-24,1999, Washington, DC 

Contract Sales Organizations 
June 17-18,1999, Atlantic City,NJ 

Site IVIanagement Organizations 
June 17-18,1999, Boston, MA 

Project IVIanagement 
for Drug Discovery 

June 17-18,1999, Princeton, NJ 

Medicaid Rebates 
June 23-25,1999, Atlantic City, NJ 

Global Pharmaceutical Distribution 
June 24-25,1999, Washington, DC 

To Register Call Toll Free 800-817-8601 (outside U.S. call 781-939-2438) or Fax 781-939-2490 



Global Harmonization of 

EtEcrmc iloesE 
im REPORT/IVG 

.liiiic i n - l l , 1999 • lly.nll RcRcncy onCnpilol Hill • Washington, DC 

4 KEY REASONS TO ATTEND — 

Featured Keynote Address: Kathryn Huntley, 
US Member of MedDRA Develpment Team, 
MSSO Program Manager, TRW 

Featured Presenter: Robert Bell, Partner, 
International Drug Registraton, L.L.C, Former 
Director, Office of Management, CDER-US FDA 

AERS Pilot Program Participants from Glaxo Wellcome 
and Zeneca Pharmaceuticals 

Hear from 6 Bio/Pharmaceutical Companies 

Compendiums 
WISH YOU WERE HERE! 

Fortunately — if you can't attend — you can 
still be informed of ttie latest developments in 
Electronic Adverse Event Reporting by 
purchasing tfie Conference Compendium. 
Simply ctieck the appropriate box on ttie 
registration form and send it vulth your payment 
of lust $298. Your copy of the proceedings will 
be mailed immediately following the conference. 

400 New Jersey Ave.. N.W. 

• Registration Fee: 
Save $200 by registering for the conference and worltshop at 
$1795. The registration fee for the conference only Is $1395; 
Wor1<shop only is $695. Early bird discount — register by 
April 1 and save $200 off main conference and worlishop. 
Fee includes continental breal<fast, lunch, wine and cheese 
reception, refreshments and conference compendium. Please make checks 
(in U.S. funds drawn on a U.S. bank) payable to The Center tor Business 
Intelligence, LLC. 

• Team Discount: 
Your organization may send 1 executive FREE for every 3 delegates 

. registered. All registrations must be made at the same time to qualify. 

• Venue: 
Hyatt Regency 
Washington DC on Capitol Hill 
Washington, DC USA 20001 
Tel: 202-737-1234 • Fax: 202-737-5773 

• Discount Accommodations & It-avel: 
Contact the hotel directly by May 10,1999 to qualify for special reduced 
rates. CBI's official travel service, Travel Concepts, can negotiate low group 
air fares and car rentals. Call them at 800-640-8082 (508-879-8600 
outside the U.S.) li/lention that you are attending CBI's Electronic Adverse 
Event Reporting conference to qualify for hotel and travel discounts. 

• Substitution & Cancellation: 
Your registration may be transferred to a member of your organization 
up to 24 hours in advance of the conference. Cancellations received in 
writing on or before May 27,1999 will be refunded, less a $195 
administrative charge. No refunds will be made after this date; however, 
the registration fee less the $195 administrative charge can be credited 
to another CBI conference If you register within 6 months from the date 
of this conference. In case of conference cancellation, CBI's liability is 
limited to refund of the conference registration fee only. CBI reserves 
the right to alter this program without prior notice. 

• Satisfaction Guaranteed: 
CBI stands behind ttie quality of its conferences. If you are not satisfied 
with the quality of the conference, a credit will be awarded towards a 
comparable CBI conference of your choice. 

5 Easy Ways t o Reg is te r 

The Cenler lor Business Intelligence, LLC 
500 West Cummings Suite 5100, Wobum, ItIA 01801 

Bulk Rate 
U.S. PosUige 

PAID 
Gallery 

Reg is t ra t i on Card 

DO NOT REMOVE MAILING U\SEL. PLEASE RETURN ENTIRE FORM. 

O Yes! Please register me for the Adverse Events conference. 

O Conference i Workshop A Oconlerence and Workshop B O Conference Only o Workshop A only o Workstiop 8 only 

o I would like to take advantage ol the early bird discount 

O We vAiuld like to take advantage of Ihe TEAM DISCOUNT (see left for details) 

o I cannot attend. Please send me a compendium 

PRIORITY CODE (appears below mailing address): 

1.MAME POSmON 

2. NAME POSITION 

3. NAME POSITION 

4. NAME POSITION 

COMPANY DMSICN 

ADDRESS 

criY STATE'COUNTRY ZIP/POSTAL CODE 

TtLEPHONE FAX E-MAIL 

AUTHORIZED SIGNATURE 

P a y m e n t O p t i o n s : Paymen t in fu l l is requ i red to p r o c e s s reg i s t ra t i on 

O Enclosed is a checic for payment in full 

OMC/Vlsa: 

OAmex: 

NAME (AS APPEARS ON CARD) KPl 

CAROHOLDEB SIGNATURE 
Please ptiotocopy this tomi for additional delegates. 

WEBSITE 
vmw.cblneLcom 

E-MAIL 
reglstrarficbinetcom 
Please include all Information 
requested on regislralion canj. 

MAIL 
Registration Dept. 
The Center for Business Intelligence, LLC 
500 West Cummings ParV, Suite 5100, Wotium. MA 01801 

REGISTER TODAY! CALL TOLL FREE 800-817-8601 



PHOTOCOPY 
PRESERVATION 

JOIN US FOR THE 11TH ANNUAL 
ALZHEIMER'S ASSOCL\TION 
PUBLIC POLICY FORUM 

M a r c h 20 -23 , 1999 
A t t t i e R e n a i s s a n c e W a s t i i n g t o n D . C . H o t e l 

Don't miss this opportunity m participace in 
workshops and plenaries about hot policy issues such as: 

• A Report from The Bipartisan Commi.ssion 
on rhe Future of Medicare 
Federal Funding for Alzheimer Research 
How to Pay for Long Term Care — Action 
in the States 

• Expanding Respite and Adult Day Care 

• Ensuring Quality in Nursing Homes and Assisted L 
• Improving End of Life Care 

N e t w o r k w i t h f e l l o w a d v o c a t e s • L e a r n frot 

e x p e r t s in A lzhe i r r i e r a d v o c a c y • V i s i t y o u r e l e c t e a 

r e p r e s e n t a t i v e s o n C a p i t o l Hil l • P a r t i c i p a t e in tf-

6 t h a n n u a l C a n d l e l i g h t Vig i l 

Watch your mail 'm early December for registration 
materials or call the Public Policy Division at 
(202) 393-7737, or e-mail us at diane.blake@alz.org. 

ALZHEIMER'S^ 
ASSOCIATION 
So/ntrane fo Stand by You 

Washington Public Policy Office 

1319 F Street, r>JW 

Suite 710 

Washingion, DC 20004-1106 

FIRST CLASS 

US POSTAGE 

PAID 

~?>flSHINGTON. DC 

NO. 6173 

9- a/-

v7 

I.Ill,,,,I,I,II II,II,,,11. 

CHRIS JENNINGS 
SPEC ASST TQ THE 
THE WHITE HOUSE 
1600 PENNSVLVANIA AVE NW 
WA-bHINGTON DC 20503-0001 

PRESIDENT ON HEALTH 



Drus Information Associatibn\y$' 

The leading 

mernber-driven, 

multi-disciplinary,.' 

non-profit association : ^hair^Wstin: John G. Mexander j. MD,. MPHy Searle 

V PLENARY SESSION 
Monday, Jiuie 28, 8:30-10:00 AM 

The theme of the Plenary Session will be 

Can Society Afford Innovative Netv Drug Therapies ! 

Keynote Speakers 

William R. Brody, M D , PhD 

President, Johns Hopkins University, M D , USA 

Uwe Reinhardt, PhD 

James Madison Professor of Political Economy 

Princeton University, NJ, USA 

POSTER AND SCIENTIFIC/ 

ACADEMIC TECHNOLOGY SESSION 

An area has been set aside to provide certain attendees with an 

opportunity to exhibit scientific developments associated with 

the Pharmaceutical Development and Registration Process. 

In addition to the "Member Poster Session" scheduled for 

Tuesday, June 29, from 9:30 AM to 4:00 PM, there will be an 

additional "Student Poster Session" on Monday, June 28, from 

10:00 AM to 4:00 PM. Both sessions will take place in the 

Exhibit Hall. The Poster Session Chairpersons are: Francis B. 

Palumbo, PhD, JD, University of Maryland; Sheila R. 

Shulman, L L B , M P H , State University of New York at 

Buffalo; and Sheila R. Weiss, PhD, Universit)' of Maryland. 

I f you are interested in presenting a poster at either session, 

please submit an abstract to: 

Drug Information Association, 501 Office Center Drive 

Suite 450, Fort Washington, PA 19034-3211 USA 

Fax: +1 215 641 1229 email: braksator@dlahome.org 

Tel: +1 215 628 2288 

The deadline for submission is April 1, 1999-

Please indicate if you are submitting an abstract for the 

"Member Poster Session "or the "Student Poster Session." 

TUTOR'/ALS 
On Sunday, June 27, there wjK be a variety of tutorials offered 

for your interest and knowledge. Detailed information 

regarding these tutorials will be included in the preliminary 

program which will be mailed to the membership in early 

March, 1999. Below are some of the Tutorials being offered: 

Recruiting and Retaining Patients for Clinical Studies 

An Introduction to Electronic Document Management in 
the Pharmaceutical R & D Process 

Project Management Success Factors 

Multiple Imputation for Missing Data in Clinical Trials 

Clinical Statistics for Non-Statisticians 

Computer Validation Reality Check 

Winning Strategies for FDA Advisory Committee Meetings . 

CRA (Clinical Research Associate) Challenges: ......... 

An Interactive Problem Solving Session 

N D A Preparation - An Overview 

FDA Enforcement: What Every Clinical Director Should Know 

Practical Issues in Clinical Trials 

Pharmacoeconomics and Pharmacoepidemiology 

Outsource Contracting: Strategy and Tactics for Successful 
Negotiation, Drafting and Management 

An Over\'iew of the New Electronic Records: 
Electronic Signatures Regulations and Their Impact 
on Pharmaceutical R & D Computer Systems 

Preparation of Integrated Statistical and Clinical Reports 
for Individual Studies 

Outcomes Research for Everyone Else: A Primer for the 
Non Outcomes Researcher 

Special Educational Seminar: European Regulatory Forum 

The Rules of Vocabulary Control in Safety Reporting 

Fourteen Steps from Research to Development 

Core Curriculum for Medical Communications 
Professionals Practicing in the Pharmaceutical Industry 

Individual Bioequivalence 

Working Across Cultures: Understanding Your 
International Colleagues' Frame of Reference 



"SOME" of the topics that will be offered at the 1999 Annual Meeting are: 

B I O T E C H N O L O G Y 

The Manufacture of Biotherapeutics 

The Jeopardy of Drug Development 

Gene Therapy 

Cell Therapies as an Alternative to Therapeutics 

Pharmacoeconomics as a Tool for Biotechnolog)' Firms 

Drug Manufacturing in Biological Systems: Advances and Issues 

Biotechnology in 1999: Where the Jobs Are 

CLINICAL DEVELOPMENT' 

Revamping Clinical Drug Development at Rhone-Poulenc Rorer: 
A Global Initiative Encompassing All Therapeutic Groups 

Defining the Role of Medical Affairs in Clinical Trials: 
Interfacing with Global Departments and the FDA Perspective 

Pfizer's Strategic Initiatives Relative to Global Clinical 

Development and Its Impact on Metrics 

Strategies for Fast Tracking Clinical Trials: 

Maximizing Speed and Minimizing Resources 

Obstacles to Clinical Development and Regulation of 

Pharmaceuticals in Emerging Market Key Issues and 

Industry Strategies with a Focus on the Asia Pacific, Eastern 

Europe and Latin America 

Challenges to Regulation in Japan: Impact of ICH Efficacy 

Guidelines and How to Overcome Current Difficulties 

Financial Disclosure 

Growing Size of Clinical Dossiers and Efforts to Reduce 
the Volume of Data 

Outsourcing in Drug Development: New Findings from 
Worldwide Surveys and Their Implications 

How to Improve Decision Making and Best Practices in 

Clinical Drug Development: Use of Benchmarking Data 

Successful Planning in Clinical Development: 
Investment, Output, Attrition 

Speeding Up the Regulatory Review Process in Seven 

Leading Companies 

Accelerating Clinical Development: What Progress Has Been 

Made and What Gains Remain to Be Realized 

Trends in New Drug Development Timelines 

Correlation Between Study Design and Study Cost 

Relationship Building Between Pharmaceutical Sponsors and 
Other Organizations in Facilitating Drug Development 

Moving Beyond Patient Recruitment or Patient Retention 

Changing Dynamics of Study Site Management and 
Impact on Clinical Research 

Problems in Clinical Trial Design 

Clinical Project Management in Facilitating the Clinical 
Research Process 

Confidentiality and Disclosure in Clinical Trials 

Communication of Clinical Research: What Is Good, Wtiat I, 
Not, What Needs to Change 

IRB Reform: Government Intervention and What It Means 
for Industry 

Patient Recruitment; the Good, the Bad, and the Ugly 

Evolving Role of IRB in Working with Commercial Sponsors of 
Clinical Research 

Accelerating Time to Peak Sales 

Pharmaceutical Research in 2005: What Will It Look Like and 
How to Prepare for It 

Role of Surrogate Markers in Clinical Studies 

Presenting the Right Image (Radiologic) in Clinical Trials 

Improving the Protocol Development Process 

Minimizing Risks of Product Withdrawal After Launch: 

Lessons for Clinical Research Development 

Web-Based Tools to Facilitate Integrated Clinical and 
Laborator)' Data 

Essential Elements of Site Training to Minimize Queries 

The Impact of Emerging Integration Systems Technology on 
Clinical Research 

Making Adverse Event Reporting Easy to Understand 

Ensuring That Clinical Trial Investigators Are Appropriately 
Trained to Conduct Studies 

Clinical Trials in Children 

CNS Drugs 

Oncology Drugs 

Drugs for Heart Failure 

Drugs for Pain 

Hormone Replacement Therapy 

Antibiotics 

Osteoporosis 

Diagnostic Drugs 

Drugs for Diabetes 

Pulmonary Drugs 

Cholesterol-Lowering Drugs 

Gender-Specific Medicine: A New Approach to Health Care and 
Drug Development 

Difference in Managed Care Practice Patterns: Implications for 
Clinical Research 

Strategic Approaches to Population Pharmacokinetics / 

Got Milk? Marketing Clinical Trials to Potential Participants \ ^ 

Is Outsourcing Paying Off in Expediting Clinical Development 

Clinical Research in Japan: Comparison to Other Countries 

Clinical Development in Japan: Bridging to ICH Guidelines 
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C L I N I C A L S A F E T Y / P H A R M A G O V I G I L A N C E 

MedDRA and Pharmacovigilance: The Way Forward 

-'^pod Clinical Safety Case Management Practices 

ie of Poison Centers in Drug Safety 

Different Viewpoints on Safety Labeling 

Pediatrics and Safety 

Managing and Marketing Safety as a Corporate Asset 

Benefit-Risk Evaluations: CIOMS IV 

Monitoring Safety in Biotechnology Products 

Electronic Case Data Submission 

Safety Aspects of Hormone Replacement in Women 

Periodic Safety Update: Reporting into the Millennium 

Randomized Clinical Trials: Safety Interpretation and 

Labeling Issues 

What Computers Can Do for Pharmacovigilance 

C L I N I C A L T IUAL MANAGEMENT F O R INVESTIGATORS 

Future and Present Information and Communication 

Technology Impact and Implications on Biotechnology/ 

Pharmaceutical Organizations, Investigator Sites 

and Outsourcing 

C O N T R A C T R E S E A R C H O R G A N I Z A T I O N 

Town Meeting - Part 1 and 2 

CRO Consolidation and the Impact on Clinical Research: Is It 

Good? Is It Bad? Can the CRO Industry Sustain a 25% Growth 

Rate? Will the CRO Industry Crash with the Stock Market? 

Matching Skill Sets Within the Company on a Global Basis to 

Select Compatible Vendors for Global Drug Development 

Academic Research Organizations: What Are They, 

Where Do They Fit - Parts 1 and 2 

Transitioning Clinical Studies Between CROs: 

Successful Partnerships 

Measuring Clinical Trials Performance of Pharmaceutical 

Companies, CROs, SMOs and Sites 

Utilizing New Technologies and the Impact on Biometrics 

CROs in Japan - Parts 1 and 2 

Listen to the Sponsor: Defining the Vision of Outsourcing in 

the New Millennium 

Accelerating Clinical Development: Use of CROs and Consultants 

. M E R G I N G AND R E - E M E R G I N G T H E R A P E U T I C S 

Sessions in this Interest Area are being developed. 

G O O D , C L I N I C A L P R A C T I C E S 

Evolution of GCP in Japan and the Impact on 
Clinical Development 

GCP Training 

QA Audits of Clinical Studies: Update on Trends In 

Clinical Research 

GCP Compliance: Emerging Issues in Worldwide Clinical Trials 

Sources of Agreement and Disagreement About Source Documents: 

Four Perspectives 

Other GCP Arenas 

Cultural Differences/Ethics in Clinical Trials 

How to Optimize QA Resources: Joint Studies of Service Providers 

Systems Audits 

Implementation of ICH-GCP 

Fraud 

I M P A C T . 

AHCPR Evidence-Based Practice Centers 

Pharmacoeconomics for Drug/Device Combinations 

Managed Medicare and Drug Policy for the Elderly 

Planning Clinical Development for New Product Launch 

Effectiveness Trial Recruitment: Statistical/Epidemiological/ 
Economics/Efficiency Issues 

Issues in QoL Research: Picking the Right Instrument 

Statistical Issues in Health Economics Including Bayesian Work 

Patient Productivity: Methods of Measurement 

Measuring the Severity of Disease 

Recent Successful Launches: The Role of Pharmacoeconomics 
(Viagra/Lipitor) 

Research in Managed Care 

Outcomes Research in Long Term Care 

Quality of Life and the FDA; Impact of Policy Change 

Pharmacoeconomic Guidelines Update: Where Are We Now/ 
How Are They Used/Are They Used/Productivity 

FDA Modernization Act and Health Economic Information 

Update on Guidelines 

LEGAL : 

How State Laws and Regulations Affect Clinical Trials -

A Potendal Legal and Regulatory Nightmare 

Clinical Trials on Trial - Civil, Criminal and Other Liability Issues 

in the Performance of a Clinical Trial 

M A R K E T I N G / A D V E R T I S I N G 

Heightened Scrutiny on the Part of FDA on Advertising 

Review and Complaints 



M E D I C A L C O M M U N I C A T I O N S : ; 

Crisis Management Role of a Medical Communicarions Department 

Leveraging Technology to Expand Business Opportunities in 

Medical Communications - Parts I and 2 

Managing Customer Expectations in Medical Communications -

Parts 1 and 2 

Drug Safety: Information Collection for Initial Adverse 

Experience Reporting 

Global Medical Marketing 

M E D I C A L / T E C H N I C A L W R I T I N G . V 

Effective Working Relations 

Parallel Writing, NDAs/EU Submissions 

Training Writers 

CROs 

The Psychology of the Writing Task 

Managing the Writing Task 

Working Globally 

Regulators and Regulations 

Standatdization 

Related Writing 

P E D L \ T R I C ISSUES 

Making Trials Kid-Friendly: Practical and Ethical Issues 
to Consider 

Update on US Regulations and Guidelines for Development of 

Drugs in Children 

International Development of Pediatric Drugs 

Existing and Potential Incentives for Stimulating the Development 

of Pediatric Drugs 

Issues in Clinical Trial Design and Special Therapeutic Needs 

in Pediatrics 

Conducting Trials in Children; Available Resources 

Pharmacoeconomics of Vaccines and Pediatric Drugs 

P R O J E C T M A N A G E M E N T 

Virtual Drug Development 

Managing Projects in China; Opportunities and Success Factors 

Managing Projects in South Africa and India; Opportunities and 

Success Factors 

Successful Clinical Project Management in Latin American 

Emerging Markets 

Latin American Pharmaceutical Market and Its Influence on 

Clinical Trials 

New Developments to Manage Clinical Trials in Central and 
Eastern Europe 

Proof of Concept; Improved Planning for Improved Management 

New Technologies to Support Project Management; 

Real Time Data Collection 

Project Management; Risk Management 

New Techniques to Support Project Management; 
Accelerated Patient Recruitment 

New Success Factors in the Management of Cardiovascular 

Projects from Development to Marketing 

Project Success Starts with Successful Team Interfaces Between 

Research and Development 

Project Management Training - Parts 1 and 2 

Specialty Area Project Management Within Drug Development 

Project Budgeting 

Portfolio Management 

Performance Measures for Project Management 

Project Management Roles in Regulatory Agencies 

Project Management for Successful Reviews 

Project Planning for Market Success 

Joint Case Studies a la DIA Workshop with FDA and Industry on 
Project Management 

Planning for Successful Manufacturing Technology Transfer 

Project Management in Other Industries: Applications for 

Drug Development 

Software Options for Project Management 

Worldwide Co-Development with a Japanese Company Compaici 

to a European Company 

P U B L I C PPLICY> J'.,-

FDAMA's Pediatric Labeling Initiative: A Solution to 
WoHdwide Need? 

DIrect-to-Consumer Advertisements 

Productivity Incorporating Patient Advocacy Gtoups in the 

Drug Development Process 

From Market Authorization to Marketing: New Data and 

New Challenges 

PERSONAL &' PROFESSIONAL C A R E E R D E V E L O P M E N T 

Meeting the Need for Tomorrow's Pharmaceutical Professionals 

Business Etiquette 

REGULATORY AFFAIRS • ' 

Centralized European Applications: Successful Case Studies 

Obtaining Regulatory Advice In Europe During the Drug 
Development Process 

When Regulatory Advice from Authorities Differs 

EMEA Update: European Expertise Network 

Mutual Recognition Procedures in the New Era 

Centralized Procedures and Mutual Recognition: 



Practical Difficulties 

Regulation 2000 

Orphan Drug Regulation In Europe 

I ^jeg'C Considerations on the Choice of European Procedures 

. .eparing for FDA Advisory Committee Presentations: 

Views from Three Perspectives - Parts 1 and 2 

Success Factors In Generic Applications 

Is the FDA User Friendly? 

Regional Harmonization of Regulatory Requirements for 

New Pharmaceutical Products - Asia Pacific 

Regional Harmonization of Regulatory Requirements for 

New Pharmaceutical Products - Latin America 

Regulatory Strategies for Early Introduction of New 

Pharmaceutical Products in Emerging Markets 

NDAs/MAAs for Simultaneous Worldwide Submissions; 

Decentralized vs. Centralized 

Influence of Advisory Committees and Advisors on the Regulatory 

Process 

Report from South Africa 

Global Registration Case Studies Towards the Common Technical 

Document 

Registration Strategies and Pricing Srrategles 

Global Product Acquisitions; Regulatory Process and Issues 

•d for Harmonized Pharmaceutical Specifications 

^rmonization of Stability Guidelines 

Building and Maintaining Productive Relationships In Global 

Electronic Regulatory Submissions 

ICnowledge Management In Pharmaceutical R&D: Leveraging the 

Intellectual Capital of Regulatory Submissions Team 

Regulatory Assessment of Self Medication Products 

Progressing from Accelerated Approval to Traditional Approval: 

Case Studies 

Update on FDA Labeling Format Issues 

Fast Track Drugs: The New Process 

Implementation of SUPAC 

Update from CDRH - Parts 1 and 2 

Common Technical Documents; Quality 

Common Technical Documents; Quality/Biotech 

Common Technical Documents; Quallt)'/Informatlon Technology 

Common Technical Documents; Efficacy 

Common Technical Documents: Safety 

Common Technical Documents: Active Pharmaceutical Ingredients 

Update ffom CBER - Parts 1 and 2 

Global Perspectives on Third Party Agreements for 

Regulatory Tasks 

Pediatric Exclusivit)' Update 

The Non-Review Division of FDA 

FDAMA Implementation Update 

Information Technology and Electronic Submission in Europe 

Update from CDER - Parts 1 and 2 

Update on Good Review Practices 

Update from DDMAC - Parts 1 and 2 

Recent Changes to the Japanese Regulatory Arena and Their 

Pracdcal Application 

Update on the New FDA Office of Post Market Drug 

Risk Assessment 

S T A T I S T I C S . ^ 

Use of the Ptopensity Score to Control Background Characteristics 

in Retrospective Studies 

What Are We Doing About Benefit to Risk Assessment 

The U,se of Bayesian Decision Theory In Clinical Research 

Adequacy for Evidence of Drug Approval 

Some Common Statistical Methodology Issues in 

Medical Research 

Statistical Methods to Monitor Quality of Clinical Trials 

Missing Data and Multiple Imputation Methods 

Recent Trends In PK/PD Modeling 

Multiplicity of CNS Statistical Issues 

S Y S T E M S / DATA i M A N A G E M E N T 

Electronic Regulatory Affairs with Emphasis on Ensuring Data 

Integrity and Quality Electronically to Reduce FDA Need for QA 

of Regulatory Submissions 

ICH - Parts 1 and 2 

Document Management - Parts 1 and 2 

FDA Information Management After FDAA4A: Status Progress and 

Plans, FDA Perspective - Parts 1 and 2 

Validation 
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CAHI's Capitol Ideas for Health Care Reform 
Draft Agenda Three (2/4/99) 

Wednesday, April 21 

1:00 p.m. Conference Registration Booth Open (closes at 5:30 p.m.) 

2:00 p.m. Annual Meeting of the Members (visitors welcome) 

2:30 p.m. Board of Directors Meeting (visitors welcome) 

6:00 p.m. Congressional Reception, Foyer of Rayburn House Office Building 

Thursday, April 22 

8:00 a.m. Conference Registration 

8:30 a.m. Breakfast with Member of Congress 
Potential Speakers: 
Dennis Hastert (Speaker of the House) 
Rep. Dick Armey (R-TX) 
Sen. Phil Gramm (R-TX) 

9:00 a.m. CAHI's Capitol Idea #1: Tax Equity 

Panel One: CAHI's Tax Credit Proposal 
• Mark Litow, M&R - overview of CAHI's tax credit 

proposal, including a briefing on both issue briefs. 

Panel Two: Private Sector Perspectives 
• Janet Stokes Trautwein, NAHU - overview of need for 

tax equity and NAHU's tax credit proposal. 
• Greg Scandlen, CATO CATO's initiatives to provide 

tax equity, 
• Grace-Marie Amett, Galen Institute - discuss findings 

irom Consensus Group. 
• Dean Rosen, HIAA ~ discuss HIAA's tax deductibility 

proposal. 
• Brian McManus, Golden Rule - Fair Care overview. 

Panel Three: Congressional and Presidential Perspectives 
• Chris Jennings, Clinton Administration — discuss 

Clinton's health care tax credit proposal and/or LTC 
initiative. 

• Dean Clancy, Dick Armey's office (R-TX) 
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• Rep. Jim McDermott (D-WA) (or someone from his 
office) 

• Rep. Bill ITiomas (R- l'X) (or someone from his olTice) 

11:30 a m. HCFA's Role in HIPAA Regulations 
• Bob MofiBt, Heritage 
• Randy DeRosa, GAO 

12:00 p.m. Luncheon with Deborah Steelman, member of the Medicare 
Commission or Sen. John Breaux, co-chairs Medicare Conmiission, 
Lo discuss recommendations by the Commission (if any?!) 

1:30 p.m. Hill Briefing Session and Kill Visits 

7:00 p.m. Free Market Awards Dmner with Entertainment such as The Capitol 
Steps or a pohtical comedian. 

Friday, April 23 

8:30 a.m. Continental Breakfast 

9:00 a.m. CAHI's Capitol Idea #2: Expansion of MSAs 

Panel One: MSA Roundtable Discussion 

• Dr. George Fisher or Jesse Hixson, AMA 
• Recipient of an MSA 
• Pharmacy Representative (Rep. from PHARMA) 
• Hospital Administrator (Rep. from AHA) 
• Agent Success Stories (John Fenton, Health Insurance 

Consultants of Iowa or Bill Summers) 

Panel Two: Medicare MSAs - success or failure and why? 
• Marainne Etemo, GTL -overview of Medicare MSAs 
• Myra Tanamor, GAO - to discuss MSAs and HIPAA 

Panel Three: Congressional Perspectives 
• Mike Solon, Gramm's office 
• Stacy Hughes, Nickles office 

11:00 a.m. CAHI's Capitol Idea #3: Why Free-Market Reforms Works 

Panel One: Overview federal legislation and the need for free 
market reform in lieu of more federal regulations. 
• Amy McGce Polasky, AMS, 
• Pat Gould, Chamber of Commerece 
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Panel Two: Overview state legislation and the need for free 
market reform in lieu of more slate regulations. 
• Bill Sterling, Fortis Health 
• Duane Parde, ALEC 

12:00 p.m. Closing Remarks by David Lack and Receipt of Box Lunch 


