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Negative Breast Cancer

Fifty years ago, when CALGB was founded,
researchers were just beginning to explore and
develop hormonal therapies and chemotherapy
to treat breast cancer. Early single agent
chemotherapy trials were just being launched.
Biological selection of patients for therapies
did not yet exist. The estrogen receptor (ER)
had not yet been discovered.

Fast-forwarding to the present, researchers
are focusing on the biological subtypes of
breast cancer and their response to various
therapies, in order to offer patients more pre-
cisely tailored treatments. Recently CALGB
investigators have demonstrated that advances
in adjuvant chemotherapy have substantially
improved prognoses for women with ER-neg-
ative breast cancer, whereas women with ER-
positive tumors were not as greatly affected by
newer chemotherapy regimens.

Previously it was believed that women with
ER-negative breast cancer were not benefit-
ting fully from the huge strides in research,
such as the tremendous success of tamoxifen
and other hormonal therapies available only to
ER-positive patients. With increasingly effec-
tive chemotherapy, however, expectations for
the ER-negative subgroup now approach can-
cer-free survival rates of patients with ER-pos-
itive disease.

These findings come from a retrospective
analysis of 3 consecutive randomized
chemotherapy trials coordinated by CALGB,
spanning 14 years and including 6644 women
with node-positive breast cancer. Results were
published in the Journal of American
Medical Association, April 12,2006.

“We were able to show consistently that ER-
positive and ER-negative breast cancers have
different natural histories, and that fine-tuning
chemotherapy has the biggest impact on the
fastest growing cancers that recur earlier,”com-

ments Clifford Hudis, MD, Breast Committee
Co-Chair and one of the study authors.

Study results

The differences in benefits of sequential
improvements in chemotherapy according to
ER status are striking. The CALGB analysis
revealed that:

Five-year disease-free survival increased by
22.8% for ER-negative patients, compared to
7% for ER-positive patients.

Overall survival improved by 16.7% for ER-
negative patients and only by 4% for women
with ER-positive disease.

Both the risk of recurrence and the overall
risk of death were reduced by 55% in ER-neg-
ative patients, whereas in ER-positive patients,
the risk of recurrence was lowered by 26%
and the risk of death by 23%.

The authors point out that for ER-negative
patients, the benefits are primarily due to the
dramatically lowered risk of disease recur-
rence in the early years after treatment with
newer chemotherapy. In ER-positive patients
treated with tamoxifen, the risk of recurrence
in the first few years is quite low. Since
chemotherapy has its most substantial impact
in the first several years after diagnosis, this
may partially explain why the more current
regimens led to a less dramatic effect in
patients with ER-positive disease.

The findings do not mean, however, that
women with ER-positive breast cancer do not
need chemotherapy in addition to hormonal
therapy. “All patients in the trials we analyzed
received chemotherapy, so we did not look at
data on how ER-positive patients would do
with only tamoxifen,” explains Hudis.“One of
our jobs going forward will be to discover
what defines different subtypes of breast can-
cer in terms of chemotherapy benefit.”

continues on page 3
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Happy 50th anniversary to
CALGB! In recent columns, |
have briefly recounted the ori-
gins of CALGB and discussed
the first CALGB clinical proto-
col. Our theme for the 50th
Anniversary Meeting is “Honor
the Past...Look to the Future”
We have structured the meeting
agenda accordingly, with 2 ple-
nary sessions that honor our
founders and pioneers (Friday
afternoon) and provide a glimpse of CALGB research in
the years ahead through the eyes of some of our up-and-
coming leaders (Saturday afternoon). Many special
guests have been invited, so please seek out old friends
and colleagues, many of whom have played important
roles in CALGB over the years.

At this meeting we will officially roll out the CALGB
tagline, Tomorrow’s Cancer Treatments Today, Submit-
ted by Mike Perry and selected by a vote of the mem-
bership. This tagline will be incorporated in the CALGB
logo and will appear on all official CALGB documents
and publications henceforth. | think it reflects perfectly
what CALGB is all about...providing innovative therapies
to today’s patients through our clinical trials, with the
goal that these treatments become the standard of care
for tomorrow’s patients.

During the past 50 years, nearly 700 unique institu-
tions in North America and Europe have participated in
CALGB and our Statistical Center has recorded more
than 112,000 (and counting!) registrations to more than
600 CALGB studies. The scientific output of the Group
has been prodigious, with more than 1500 published
papers since the first CALGB report in 1958 (an average
of 30 publications/year!) and countless abstracts pre-
sented at scientific meetings.

The many accomplishments of the Group are summa-
rized in a special supplement to Clinical Cancer
Research (CCR, June 1, 2006 issue) devoted entirely to
CALGB. Each meeting registrant will receive a copy of
this journal along with a DVD that contains lectures by
Jim Holland and me describing the early and more recent
accomplishments of the Group. Among the CALGB
accomplishments highlighted in the CCR issue are the
following:

» Development of combination chemotherapy for acute
leukemia

< Role of high dose cytarabine in treatment of AML

 Benefit of fludarabine in CLL

e Demonstration of the efficacy and FDA approval of
5-azacytidine in MDS

= FDA approval of nelarabine in T-cell leukemia and lym-
phoma

= Description of new cytogenetic and molecular abnor-

Richard L. Schilsky, MD

MESSAGE FROM THE GROUP CHAIR

malities in AML that refine prognosis and enable risk-
adapted therapy
e Demonstration of the superiority of ABVD chemother-
apy for Hodgkin’s lymphoma

e Demonstration of the efficacy and FDA approval of
paclitaxel in adjuvant chemotherapy for breast cancer

« Demonstration of the efficacy of dose-dense adminis-
tration of adjuvant chemotherapy for breast cancer

« Superiority of combined chemotherapy and radiation
therapy for stage I111A NSCLC

< Role of adjuvant chemotherapy in early stage NSCLC

e Improved survival of colon cancer metastatic to the
liver with hepatic artery infusion of chemotherapy

e CALGB studies to define the safety profile and dosing
of new drugs in patients with organ dysfunction

e Introduction of quality of life assessments in coopera-
tive group studies

= Development of clinical trials for older patients

= Development of quality control assessments for radia-
tion therapy and surgery

An often unrecognized, but vitally important contri-
bution of CALGB, is the mentoring provided by the
Group to young investigators. There is no other venue
where young investigators can have such ready access
to world experts in clinical oncology, cancer biology,
health outcomes research, biostatistics, and clinical trial
design. One of our colleagues recently wrote to me
about his experiences in CALGB and put it this way: “I
have been a part of the CALGB since my first year on the
faculty at [my institution] and have built a close cama-
raderie [with CALGB], which to date is one of the most
collegial and influential groups in my career and way of
thinking.” | must say that | feel much the same way, hav-
ing been introduced to CALGB in 1981 by Patrick Henry
and Mike Perry and immediately being exposed to lumi-
naries such as Tom Frei, Jim Holland, Clara Bloomfield,
Larry Norton, Bob Mayer, and Mark Green.

In responding to an invitation to attend this special
meeting, a former member of the CALGB Central Office
staff wrote:“In 16 years | still haven’t gotten CALGB out
of my system. Nothing I’'ve done since has been nearly as
satisfying.” | hope all CALGB members share these senti-
ments. But as grand as our history may be, we still have
work to do and our focus must be the challenges of the
future rather than the accomplishments of the past.

So happy 50th anniversary to CALGB and remember
the words of Dr. Jonas Salk on the occasion of receiving
the Congressional Medal for Distinguished Civilian
Achievement in 1958:“| feel that the greatest reward for
doing is the opportunity to do more.”
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SPOTLIGHT ON CALGB TRIALS / 50303

Lymphoma

50303 Phase III Randomized Study of R-CHOP versus
Dose-Adjusted EPOCH-R with Molecular Profiling in
Untreated De Novo Diffuse Large B-Cell Lymphomas

Rationale

This is a phase 11l randomized comparison of rituximab (R)-
CHORP, the de facto standard for diffuse large B-cell lym-
phoma (DLBCL), to dose-adjusted (DA)-EPOCH-R, a regimen
developed from studies on drug schedule and resistance
and pharmacokinetics. Importantly, this study will incorpo-
rate tumor microarray analysis using Affymetrix genome
arrays in all patients to identify molecular mechanisms of
drug resistance, develop molecular prognostic models, and
to assess microarray tissue diagnosis. Retrospective
microarray results with CHOP-based treatment in DLBCL
have already identified that tumor proliferation and the
Activated B-cell signature are the most important adverse
molecular prognostic features. Results with DA-EPOCH
show that it can abrogate tumor proliferation as an adverse
prognostic factor, making the testing of DA-EPOCH a ratio-
nal next step approach based on the microarray.

Trial design

This trial is available on the CTSU menu. Patients will be
randomized to receive either R-CHOP or DA-EPOCH-R for 6
cycles. The primary objectives are to compare the event-
free survival of R-CHOP versus DA-EPOCH-R chemotherapy
in untreated CD20+ DLBCL, and to develop a molecular
predictor of outcome of R-CHOP and DA-EPOCH-R
chemotherapy using molecular profiling. The secondary
objectives are: 1) to compare the response rates, overall sur-
vival, and toxicity of R-CHOP and DA-EPOCH-R; 2) to define
the pharmacogenomics of untreated DLBCL and correlate
clinical parameters with molecular profiling; 3) to assess
the use of molecular profiling for pathological diagnosis;
and 4) to identify new therapeutic targets using molecular
profiling. All patients must be offered participation
in the correlative science substudy, CALGB 60405,
Pharmacogenomics in CALGB 50303.

Eligibility

Eligible patients must have histologically documented de
novo stage | or higher mediastinal DLBCL or any stage II, 111,
or IV DLBCL, and must have 1 of the following WHO histo-
logic subtypes without evidence of indolent histological
features in the tissue biopsy or bone marrow: 1) CD20+
DLBCL (includes centroblastic; immunoblastic; T-cell/histio-
cyte rich; and anaplastic); 2) CD20+ mediastinal LBCL; 3)
CD20+ intravascular LBCL. Patients should have had no
prior cytotoxic chemotherapy or rituximab.

Treatment plan
Patients randomized to CHOP-R will receive rituximab 375

mg/m?2 1V infusion on day 1 prior to CHOP chemotherapy;

cyclophosphamide 750 mg/m?2 IV day 1; doxorubicin 50
mg/m?2 IV day 1; vincristine 1.4 mg/m?2 IV day 1; and pred-
nisone 40 mg/m2/day PO on days 1-5. Filgrastim or pegfil-
grastim is allowed. The cycle is repeated every 21 days for
6 cycles, and patients are restaged after cycles 4, 6. Patients
randomized to DA-EPOCH-R will receive rituximab 375
mg/m?2 IV infusion on day 1 prior to EPFOCH chemotherapy;
(dose level 1) doxorubicin 10 mg/m2/day CIVI days 1-4;
etoposide 50 mg/m2/day CIVI days 1-4; vincristine 0.4
mg/m2/day CIVI days 1-4; cyclophosphamide 750 mg/m? IV
day 5;and prednisone 60 mg/m?2 PO on days 1-5. Filgrastim
is required (use of pedfilgrastim requires study chair
approval). Doses of doxorubicin, etoposide and cyclophos-
phamide are increased 20% over the previous cycle if the
neutrophil nadir is over 500 cells/ul. The cycle is repeated
every 21 days for 6 cycles and patients are restaged after
cycles 4, 6.

The study chairs are Wyndham H.Wilson, MD, PhD, National
Cancer Institute, email: wilsonw@mail.nih.gov, and Andrew
D. Zelenetz, MD, PhD, Memorial Sloan-Kettering Cancer
Center, email: a-zelenetz@ski.mskcc.org.

Cover Story Continued

Future directions

The authors anticipate that continued investigations will
identify better outcome predictors that will help select ER-
positive patients who would most benefit from chemother-
apy. In a major nationwide effort today, a limited number of
genes are being probed as potential predictors of
chemotherapy response. HER2-positive status also may
help establish a subtype of ER-positive patients who might
respond well to chemotherapy.

“Our increasing appreciation of subtypes of breast can-
cer is changing our approach to upcoming studies,” stress-
es Eric Winer, Breast Committee Co-Chair and also one of
the JAMA article authors.“As we design new treatment tri-
als, we are beginning to ask questions specific to individual
members of the breast cancer family of diseases.”

The Breast Committee is beginning to look beyond
chemotherapy to the new biological targeted therapies.
Later this year, the committee is hoping to open trials test-
ing bevacizumab and lapatinib added to chemotherapy and
hormonal treatments. Another emerging area of focus is
preoperative treatment of breast cancer, with new trials
expected within a year.

The JAMA article can be accessed at bitp.//jama.
ama-assn.org/content/vol295/issuel4/index.dltl.

For a PDF copy, please contact Donald Berry, PhD, at
(713) 794.4141 or dberry@mdanderson.org.
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SPOTLIGHT ON CALGB TRIALS / 100001

Transplant

CALGB 100001 Autologous Followed by Non-
Myeloablative Allogeneic Transplant for Multiple
Myeloma

Rationale

Although high complete response rates (30%-40%) can be
achieved in patients with multiple myeloma (MM) using
high-dose therapy and autologous hematopoietic stem cell
transplant (HST), almost all patients are destined to relapse,
and few, if any, are cured. Major obstacles to attaining a cure
are the presence of contaminating tumor cells within the
autologous stem cell product , excessive toxicity associated
with allogeneic transplant, and the persistence of minimal
residual disease despite maximally tolerated doses of
chemotherapy(MRD). CALGB 100001, a phase Il trial of
autologous followed by non-myeloablative allogeneic trans-
plant with post-transplant donor lymphocyte infusion, is
intended to capitalize on recent advances to overcome
these obstacles.

Evidence strongly suggests that post-transplant, donor
immunologic factors may play a role in elimination of resid-
ual disease and the prevention of relapse. This immunolog-
ic effect is referred to as the graft-versus-myeloma (GVM)
effect. This immune reaction, however, has the potential to
attack not only the myeloma cells, but also the normal tis-
sues in the recipient, which results in graft-versus-host dis-
ease (GVHD). In the past, the high transplant-related mor-
tality (40%-50%) after allogeneic transplantation in MM due
both to treatment-related toxicity, including GVHD and
infectious complications, precluded clinical exploitation of
the potential benefit of GVM.

Trial design
After a traditional autologous transplant to cytoreduce
patients with multiple myeloma, CALGB 100001 employs a
non-myeloablative conditioning regimen to establish donor
cell engraftment and microchimerism, thereby avoiding the
morbidity and mortality associated with conventional high-
dose ablative therapy and allogeneic transplant. Once donor
cell engraftment has been achieved, adoptive immunother-
apy with donor lymphocyte infusions (DLI) may be used, as
needed, to induce GVM activity. Data have demonstrated
that patients with MM who relapsed after an allogeneic
bone marrow transplant can achieve complete and partial
responses after treatment with DLI.

The primary objective of this phase Il study is to assess
the safety and feasibility of coupling an autologous HST
with a subsequent allogeneic HST, and to determine

whether GVM induced by DLI can improve disease-free sur-
vival outcomes. Ultimately, the hope is that this treatment
strategy can cure some of these high risk patients.

Eligibility

Eligible patients will include those with active multiple
myeloma requiring treatment (Durie-Salmon stage =1), who
have not had more than 12 months of prior akylating agent
therapy, not more than 18 months of all prior therapy, and
no more than 1 prior progression after initial therapy. Prior
chemotherapy, radiotherapy, and surgery must have been
completed 4 or more weeks before registration. Patients
must have an HLA identical sibling donor, and patients must
be 65 years or younger with an ECOG PS 0-1. DLCO must
be >40% predicted with no symptomatic pulmonary dis-
ease, and LVEF by MUGA must be =30%. Patients must have
neither uncontrolled diabetes mellitus nor active serious
infection. Patients with HIV are excluded due to significant-
ly higher risk of toxicity from intensive immunosuppressive
therapy employed in the study.

Treatment plan

Patients will undergo stem cell mobilization with cyclophos-
phamide. High-dose melphalan 200 mg/m? will be used as
the preparative regimen for autologous transplant.
Approximately 2-4 months later, a non-myeloablative allo-
geneic transplant will be performed. The preparative regi-
men will consist of fludarabine and cyclophosphamide.
Tacrolimus and low-dose methotrexate will be administered
for GVHD prophylaxis. Patients with progressive or stable
disease while off immunosuppressive therapy for a mini-
mum of 30 days and who show no signs of active GVHD are
eligible to receive DLI from the original HLA-identical sibling
donor.The sibling donor may agree to undergo leukaphere-
sis for lymphocyte collection, or, alternatively, cells from the
initial stem cell collection that have been stored frozen may
be used for DLI.

The study chair is Ken Anderson, MD, Dana Farber Cancer
Institute, e-mail: kenneth_anderson@dfci.harvard.edu. The
study co-chair, Philip McCarthy, MD, Roswell Park Cancer
Institute, should be contacted with questions at e-mail:
philip.mccarthy@roswellpark.org.

The CAL-GAB is published quarterly by the Cancer and Leukemia Group B and is distributed free to the CALGB active membership.
The next copy deadline is September 15, 2006 for the Fall edition. Articles and correspondence should be directed to: Trini Ajazi at

tajazi@uchicago.edu.
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ONCOLOGY NURSING: THEN AND NOW

In 1956, | was 4 years old. The world was changing and,
had | been interested in anything other than my dolls or
pestering my younger brother, | might have witnessed a
number of milestones in American history:

e Ed Sullivan introduced TV viewers to Elvis Presley —
shocking reluctant parents into the realization that rock
and roll was, indeed, here to stay.

» Dwight D.Eisenhower was re-elected to a second term as
president.

e Julie Andrews and Rex Harrison were starring on
Broadway in the smash hit My Fair Lady.

e People were flocking to theaters to see The King and I,
Giant, and the classic thriller Invasion of the Body
Snatchers.

 Jackie Robinson retired from baseball.

e The New York Yankees beat the Brooklyn Dodgers in the
World Series.

e And the Acute Leukemia Group B was established by the
clinical studies panel of the Cancer Chemotherapy
National Service Center. (It was to be renamed the
Cancer and Leukemia Group B in 1976.)

Nursing in the mid 1950s was changing too. The post
World War Il era ushered in a time when patient care was
moving from a home-based setting to the hospital and the
construction of new hospitals resulted in a higher demand
for nurses. With inevitable critical shortages, however, hos-
pitals began to utilize nurse aides and other ancillary staff.
Many nurses, therefore, began to transition away from the
role of care providers to that of care supervisors and admin-
istrators — and researchers.

The American Nurses Foundation was founded in 1955,
and one of its goals was to advance the nursing profession
through nursing research. Many nursing questions have
been answered through research in the past 50 years, but in
the early days of cooperative groups, nurses primarily func-
tioned as assistants to the investigators. They played a
minor, albeit important, behind-the-scenes role in the man-
agement of protocols.

In the ensuing decades, nurses began to play a much
broader role in protocol development and management.
Eventually CALGB added an Oncology Nursing Committee
(ONC) to the modality committee roster. Initially, the com-
mittee focused on providing educational programs and net-
working to support nurses in their evolving roles as mem-
bers of the research team.As the science of the profession
advanced, the CALGB medical and nursing leadership
began to support the efforts of member nurses to identify
research issues, develop concepts, and conduct their own
studies.

Today CALGB has 500 nurse members and ONC contin-
ues to encourage and support nurses and nursing research.
The committee’s mission statement, which is posted on the
nurses’ page of the CALGB web site states:

The Oncology Nursing Committee has and will con-

tinue to be a valuable resource within CALGB, mak-

ing significant contributions to cancer research
through attaining the following objectives:

1. Education of nurses, patients, and other health
care professionals regarding issues relevant to
CALGSB trials

2. Integration of nursing care and science into
CALGB studies

3. Advancement of oncology nursing science
through the development of CALGB nursing stud-
ies in the areas of education and support, symp-
tom management, and survivorship

To this end, the Oncology Nursing Committee was
restructured in recent years and now includes several nurse
researchers who assist nurse investigators with projects.
Currently, ONC supports nurses as either principal investi-
gators or co-investigators on 6 nursing-specific protocols
that are in various stages of development. The committee
sponsored a Cooperative Group Nursing Summit to discuss
the state of the science of nursing research, an event that
was attended by representatives from 8 other cooperative
groups. Committee members also serve as liaisons to the
disease committees and several of the modality commit-
tees, providing valuable insight into nursing issues that
affect patient care, protocol management, and the ultimate
success of the studies. Unfortunately, CALGB can only fis-
cally support a limited number of nurses to serve on the
committee, but ONC leadership encourages the general
nursing membership to participate in committee projects
that enhance the roles of nurses in CALGB, and promote
the health and well-being of our patients through all stages
of their disease course.

Monumental changes have occurred in the last 50 years
and are continuing to occur. How will cancer research and
treatment evolve by 2056? Will cancer even be the acute
process that it is today, or will it become a chronic condition
that can be easily managed? As science continues to advance,
nurses, undoubtedly, will continue to actively participate and
add their unique contribution to oncology research.

Barbara Kleiber, R.N.
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JUNIOR FACULTY RESEARCH AWARD 2006

) NOVARTIS

ONCOLOGY
Hyung L Kim, MD Mark Kirstein, PharmD
Roswell Park Cancer Institute University of Minnesota
Gene Profiling for Renal Cell Carcinoma Optimizing Treatment with Gemecitabine and
Cap-Dependent Translation Blockade

CALGB ONCOLOGY FELLOW RESEARCH AWARD 2006

Nicholas Choong, MD Rebecca Petersen, MD Shannon Smiley, MD
University of Chicago Duke University Medical Center Roswell Park Cancer Institute
The Role of Eph A2 in Lung Cancer Gene Expression Signatures of The Molecular Mechanism of Low
Oncogenic Pathway Deregulation Molecular Weight Heparin (LMWH)
in Non-Small Cell Lung Cancer Inhibition of Tumor Growth

ey

Qbraxis Am" F:I:: ARMION

BioScience
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2006 CALGB CRA ORIENTATION

Preparations are underway for the 2006 CALGB CRA
Orientation, to be held November 3-4, 2006, in Raleigh, NC.
Later this summer, all Lead Clinical Research Associates
and Principal Investigators will receive invitations for their
new CRAs. For purposes of this orientation, a new CRA is
one who has been employed as a CALGB CRA for one year
or less, and who devotes a minimum of 25% of their time

to CALGB-related work.

All program information will be posted at:
http://www.calgb.org/Private/COOP_Groups/CALGB/mee
tings/meeting_documents/cra_orientation/cra_orienta-
tion.php

To access this site, click on the Member Site tab of the
CALGB web site at www.calgb.org. You will need to enter
your CALGB User Name and Password to access the
Member Site. Click on the “Meetings” tab and you will

see a link to 2006 CRA Orientation.At this site, you will
be able to access the agenda, the registration form, travel
information, and other helpful information to be posted
during the summer.

Registrations must be received by October 6, 2006.All
registrations must be authorized by either the Lead CRA
or Pl at the Main or At-large member institution in order to
be accepted.

The pre-requisite for attending the CRA Orientation is to
view the New Member Orientation online, also located
under the Meetings tab, under Meeting Presentations,
2005 June Group Meeting Presentations on the
CALGB Member Site.

We look forward to meeting new clinical research asso-
ciates in November.

) CALGB: Meetings - CRA Orientation - Microsoft Internet Explorer provided by CALGB

File Edit View Favorites Tools Heb

Q- O REAG P oo @3- % @- L 3

Address |§:| http: /fawww.calgb.org/Private/COOP_Groups/CALGE fmeetings/meeting_documents/ora_orientation/ara_orientation.php

Tuesday May 16, 2006

Google - | v| |G| search ~ g Ehisblocked A% Check - “X Look for Map -

M Home | Member Site | Studies | Patient Registration | LabTrak | Reports  Directory

(5] Auloril g Options

Resources | Policies | Funding

|CRA Orientation

Program Information
« November 3-4 2006

Site Navigation ~ Marriott Crabtree Valley Hot
z Raleigh, NC
« Meeting Notice
« Agenda
.

ﬁ'ﬂll documents require

Adobe Acrobat PDF software.
Download Adobe Acrobat
Reader for free

 Contact the Meetings Travel Information
« Travel arrangements
Travel expenses
Travel hints

Hotel facility

RDU airport

* Contact the CALGB
Webmastar

* Travel Expense
Reimbursemsnt Policies

['vael Reimbursement
| Notes Post Meeting
I' On-line Form For Travel
| Reimbursement

® Travel Reimbursement
| Form Instructions

Important! The pre-requisite for the CRA Orientation is to view the New Member Orientation presentations.
The material from these presentations will be referenced during the CRA Orientation, so you should be familiar with
this information prior to attending the CRA Orientation.

Manager « Reservations to attend the workshop

Area restaurants and attractions

e Expense Report Use only if airfare i1s over $500. Reflect cost up to $500.
s Presentations from CALGB CRA 2005 Orientation

FAQ
fSurgery Commmittee Travel « How should I dress?
s:;;;z:rsemem 2nd e May [ send someone in my place if I cant attend?
. - - « When will I receive confirmation?
® 2006 Executive Committee « How do I get from the airport to the hotel?
Conference Call Schedule « Whom do I contact about travel guestions?
« Whom do I contact about questions related to meeting attendance?
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QUALITY ASSURANCE TIPS

Return of NCI-supplied
Investigational Agents

The NCI Pharmaceutical Management Branch (PMB) has
clarified the procedures for return of clinical supplies of
NClI-supplied investigational agents that were previously
dispensed as follows.

Question: What should | do when patients return clinical
supplies of NCl-supplied investigational agents that were
previously dispensed? Should I return them to the NCI
Clinical Repository?

Answer: If the protocol is open label, destroy the
returned clinical supplies locally according to your institu-
tion’s local destruction policy.You can make a note in the
patient’s chart and/or on the back of the Drug
Accountability Record Form if you want to track the return.

If the protocol is blinded, dispensed clinical supplies
(opened and unopened Kits, boxes, or bottles) returned by
the patient should be documented in the patient-specific
NCI Investigational Agent Accountability Record (i.e.,
logged in as ‘returned by patient’) and destroyed on site in
accordance with institutional policy (i.e., logged out as
‘destroyed on site’).

Undispensed clinical supplies (kits, boxes, or bottles)
should be documented in the NCI Investigational Agent
Accountability Record (i.e., logged out as ‘returned to NCI’)
and returned to the NCI Clinical Repository using the NCI
Return Drug List available on the CTEP home page
(http://ctep.cancer.gov) or by calling the PMB at (301) 496-
5725. If blinded, patient-specific supplies are being

returned, the assigned patient ID number and the patient
initials should be entered in the “Lot Number” field.A sepa-
rate line item is required for EACH patient ID and for EACH
agent, but multiple bottles of the same agent for the same
patient should be entered as a single line item.

In summary, when a patient returns NCl-supplied investiga-
tional agent

e For open label studies: All dispensed/returned
agent is destroyed on site.

e For blinded studies: All dispensed/returned
agent is recorded on the patient-specific DARF
and destroyed on site.

Patients should return all dispensed, unused agent to the
dispensing pharmacy.

Questions regarding return/destruction of clinical supplies
can be directed to the Pharmaceutical Management Branch
(PMB), CTEP, NClI by calling (301) 496-5725 Monday
through Friday from 8:30 am to 4:30 pm Eastern Time or
by sending an e-mail to PMBAfter Hours@mail.nih.gov at
any time.

Institutions should ensure that their pharmacy staff are
informed of this clarification. Appropriate dispensing,
return, destruction and accountability of NCl-supplied
investigational agents will be reviewed during CALGB
institutional audits.

Source: Pharmaceutical Management Branch
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PROTOCOL NEWS

Gl COMMITTEE

CLOSED

80303 - Gem +/- bevacizumab in pts w/advanced pancreatic ca Study
Chair: H. Kindler

CTSU - S0205: Ph IIl opn-lbl gem + cetux vs. gem as 1st line tx for adv
pan ca Study Chair: E. O'Reilly

LEUKEMIA CORRELATIVE SCIENCES COMMITTEE

OPENED

20502 - LTB: Molecular genetic studies of AML with normal cytogenet-
ics Study Chair: G. Marcucci

LYMPHOMA COMMITTEE

CLOSED

50205 - NHL: Rituxan and ASCT for B cell diffuse large cell
lymph(E2499) Study Chair: C. Linker

RESPIRATORY COMMITTEE
CLOSED
30306 - Cis, CPT-11 & bev for untreated ESCLC Study Chair: N.
Ready

TRANSPLANT COMMITTEE

OPENED

100102 - Nonmyelo transplant w/haplotype mismatched CD34 cells
Study Chair: S. Farag

CLOSED

100002 - Min ablation & cellular immune tx in hem malignancies
Study Chair: A. Bashey

109901- Minimal ablation & cellular immune therapy in CLL & NHL
Study Chair: T. Shea
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Eli Lilly
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GlaxoSmithKline

Health Learning Systems
Millennium Pharmaceuticals
Novartis Oncology

Ortho Biotech

OSI Pharmaceuticals
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Sanofi-Aventis

Schering Plough

SuperGen, Inc.

Thank you for supporting CALGB.
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