
Philip J. DiSaia, MD - Group Chair Larry J.Copeland, MD - Group Vice Chair

G Y N E C O L O G I C O N C O L O G Y G R O U P

Newsletter
FA L L 2 0 0 9

Recently I had to prepare a state-
ment outlining the accomplish-
ments of the Gynecologic

Oncology Group over the last forty
years. I must tell you that I was very im-
pressed when I looked at the list, in
spite of the fact that I have lived those
forty years in the GOG. It is particularly
impressive when you know that even
good scientific concepts undergo a
volatile birthing process with a 12-to-24
month gestation and then face hurdles
such as the Central IRB and the Steer-
ing Committee and CTEP. However,
many protocols have been successfully
completed due to our dedicated
membership and our institutions that
function with substandard resources.

Over the last several years, David Dilts,
a PhD in management science, and
Alan Sandler, an Oncologist,
co-directors of the Vanderbilt
University’s Center for Management
Research in Healthcare have been
working to develop a more detailed
understanding of the processes
currently required to conduct a clinical
trial for patients with cancer. They have
studied a few cooperative groups in
detail and not surprisingly they have
found that it takes between 295 to 1248
days for initial conception to activation
of a group trial. In one CALGB protocol
that they studied there were 317 work
steps and 42 decision points of which
63 percent were beyond the direct
control of the principal investigator and
the cooperative group. This has

stimulated the NCI to formulate a task
force in an attempt to produce
guidelines for streamlining the process
for all Groups. Hopefully this will
result in improving the process. In
future newsletters I will try to detail
some of the work product from this
task force.
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Satellite Symposium being
held during the GOG 
San Diego Annual Meeting
Please consider attending the free
satellite dinner symposium being
conducted during the 80th Annual
Meeting of the Gynecologic 
Oncology Group. The symposium
will take place on Friday, January 29,
2010, from 6:30 PM – 9:00 PM in 
the Manchester Grand Hyatt Hotel,
San Diego, CA. For more information
and to register online, Visit
http://www.IMERonline.com/gynonc
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Protocol Department
Protocol GOG-0259 : Nurse-
Delivered WRITE SYMPTOMS©
vs. Self-Directed WRITE
SYMPTOMS©  vs. Care as Usual
for Optimal Symptom
Management For Women With
Recurrent Ovarian, Fallopian
Tube, or Primary Peritoneal
Cancer- Study Chair Heidi
Donovan: was distributed to the
Group as an Advance Copy in July
2009 and will activate later this Fall. 

As institutions have prepared to
submit the protocol to their IRBs,
some questions have been
generated. The following is the
current list of frequently asked
questions with answers as
provided by the Study team.

Frequently Asked Questions
Question 1: Must women be on
active treatment and/or have 
active disease to be enrolled in the
study?

Answer 1: No, women do not have
to be on active treatment or have
active disease to be enrolled. The
primary eligibility criteria are a) a
history of recurrent ovarian, fallop-
ian or primary peritoneal cancer
and b) experiencing three or more
symptoms associated with cancer
or treatment. Therefore, those in re-
mission following a recurrence
would still be eligible as long as
they were experiencing three or
more symptoms.

Question 2: Can nurses be listed
as the PI or sub-investigator at
their institutions for this study?

Answer 2: This is up to individual
institutions. There are no GOG
policies that would prevent nurses
being the PI or sub-PI for this
study. GOG nurses have been criti-

cal to the development of this pro-
tocol and will be essential to its
success. The GOG-0259 research
team is in full support of nurses
taking leadership roles on this
study within their institutions.

Question 3: What kinds of symp-
tom management recommenda-
tions are you making to patients?
What if a physician disagrees
with your recommendations or
what if a recommendation is con-
tra-indicated for a patient (exam-
ple: exercise or dietary
supplements)?

Answer 3: All self-care guides and
symptom management strategies
contain only recommendations
that are supported by research ev-
idence or, in the case of some self-
care strategies, are supported by
expert clinician consensus. No spe-
cific medication/dosage recom-
mendations are made, but discuss
instead types of medications that
can be used for specific symptoms.
Patients are encouraged to discuss
the possibilities with their local
health care team. In the case of the
self-directed (computer module)
group, patients are asked to read
the self-care guide for their symp-
toms, and then select some strate-
gies that they would like to try.
Any time a strategy includes a
medication, the strategy is listed as
“discuss the use of new medica-
tions at my next Dr.’s appoint-
ment”, or “call my Dr.’s office to
make an appointment to talk about
medications for xxx symptom”.
Some self-care strategies don’t have
this specific language, e.g. “try to
go to sleep and get up at the same
time every day” for sleep distur-
bances. But every summary set of
recommendations says “please
print out this summary and share

with your health care provider at
your next visit.” With respect to
any kind of exercise, all recom-
mendations (from nurses, self-care
guides, computer program, etc.) 
include the statement, “please
check with your doctor before
starting any new exercise pro-
gram.” No specific dietary supple-
ment recommendations are made,
but instead someone who has poor
nutritional intake is encouraged to
discuss the need for nutritional
supplements or a dietary consult
with their physician. (This would
be in addition to general “healthy
eating during cancer treatment”
recommendations). The bottom
line is that in every situation 
patients are encouraged to discuss
recommendations with their
healthcare team.

Question 4: How are institutions
notified of the recommendations
that the research team is giving to
patients?

Answer 4: The patient’s healthcare
team is not sent a summary of the
patient’s selected symptom 
management strategies, but instead 
patients are encouraged to print
the summary and take it to their
health care provider. Throughout
the intervention, one of the 
primary aims is to help patients
communicate effectively with their
health care team and to establish
patterns of reporting and following
up on their symptoms. It is hoped
that health care providers will 
encourage and support these con-
versations throughout the study. 

Please notify Project Manager:
Howard Stein at hos12@pitt.edu
once you have submitted 
GOG-0259 to your IRB.
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Registration For IRBs Reviewing FDA-Regulated Research

Abraxis Oncology

Advaxis 

Amgen, Inc.

Bayer/Onyx 
Pharmaceuticals

BD Diagnostics-TriPath

Bristol-Myers Squibb

Caris/MPI

Celgene Corporation

Cell Therapeutics, Inc.

Eli Lilly & Company

Exiqon Dx

Genentech BioOncology

Genzyme Biosurgery

GlaxoSmithKline

ImClone Systems, Inc.

Merck 

Morphotek, Inc. 

Novartis 
Pharmaceuticals

Ortho Biotech 
Products, LP

OSI Oncology

Pfizer, Inc.

Ponaird Pharmaceuticals 

Precision 
Therapeutics, Inc.

Regeneron 
Pharmaceuticals

Sanofi-Aventis 
Pharmaceuticals

The following notice was circulated on
August 31, 2009 by the Office for
Human Research Protections (OHRP)
on behalf of the Food and Drug Ad-
ministration (FDA):

If your IRB reviews FDA-regulated
research and you have not submit-
ted an initial registration or 
provided the FDA-specific infor-
mation required by FDA’s new IRB
Registration rule in the modified
OHRP database since July 14, 2009,
you are not registered with FDA.

If you have not previously regis-
tered your IRB in the OHRP data-
base, you may do so using the new
IRB registration submission page at
http: / /ohrp.ci t .nih.gov/ef i le/
IrbStart.aspx.  

If you are updating your
information to provide the FDA-
specific information, use the elec-
tronic submission system page for
updating registrations at 
http://ohrp.cit.nih.gov/efile/IrbRn-
wStart.aspx. After obtaining a 
submission number from the 
system, you will begin the new reg-
istration or update process. To
enter information for each separate
IRB, access the pull-down list of
IRB type and select either “FDA
only” or “OHRP/FDA” and enter
the required information.  If you
are already registered with OHRP,
the information you previously 
entered will appear, plus data-
entry fields to enable you to enter
the FDA-specific information 
required by the new IRB 
registration rule.

Please note: To be compliant with
the FDA IRB Registration Rule,
IRBs currently reviewing FDA-
regulated research must register by
September 14, 2009.  Due to the
number of new and updated 
registrations, receipt of your 
registration confirmation may be
slightly delayed.

For further information on the
FDA’s IRB registration 
requirements contact Jean Toth-
Allen, Ph.D., Office of Good 
Clinical Practice, Office of the 
Commissioner, Food and Drug 
Administration, 5600 Fishers Lane,
HF-34, Room 16-85, Rockville, MD
20857. You can also contact her by  
telephone at(301)827-1585 or email
at: jean.toth-allen@fda.hhs.gov
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In Memorium

By George C. Lewis, Jr., M.D.
and Robert C. Park, M.D.

This year the GOG lost another good friend.  Jack
Kellner, long time Executive
Director of Operations, passed
away on April 24, 2009.  Jack
served in this position from
1980 to 2006.  He then became
an active Gynecologic Oncol-
ogy Group (GOG) consultant
until he passed.  During the
period of 1980-2006, Jack
worked with three Group
Chairs (Drs. George C. Lewis,
Jr., Robert C. Park and Philip J.
DiSaia). Among his many 
accomplishments, he was 
instrumental in the formation
of the GOG Data Management
Subcommittee established in 1982.  He recognized the
significant and essential roles Data Managers serve
in the overall success of the GOG trials.  Jack was also
responsible for hiring Denise Mackey in 1983.  As 
Director of Administration and Meetings, Denise 
remains as a valuable asset to the structure and 
function of the GOG today. 

Jack was hired by Dr. George C. Lewis, Jr. in 1980,
after a  20-year career with the U.S. Navy.  He began
his Navy career as an Ensign and worked his way up
through the ranks to a Commander.  Jack served in
the Vietnam era and also served in combat as a medic
in helicopter evacuation.  Along with his experience
in administration and a Business Administration 
degree from George Washington University, Jack 
appeared to be an ideal fit for the GOG.  Jack had
retired from a very busy career in the Navy and

found himself restlessly sitting around at home and
happened to look in the paper at the same time that
The American College of Obstetricians and 
Gynecologists put an advertisement out for a GOG
group manager.

Jack turned out to be a miracle worker.  He spent

many miles on the road performing meeting site 
inspections and handling other GOG business 
that was requested of him. As a result, his
dachshund (which he dearly loved) was constantly

being transported to 
other family members
while Jack was away.  He
had a great rapport with
staff from the NCI and this
helped often in grant 
negotiations. Jack had a
very engaging personality.
He had both the people
skills and the business 
competence to run GOG 
affairs smoothly, while 
getting along well 
with everyone.

Jack assisted in monitoring
the GOG budget closely, which occasionally led 
to the GOG hosting meetings in hotels that were
under renovation and construction.  Some of the con-
struction took place right down the hall 
from our meeting rooms.  We were given great room
rates in return for our business.  Speakers just 
had to raise their voices a bit to be heard over 
the construction.

Jack loved sports cars, and always managed to have
the newest models. He also liked electronic gadgets
and cutting edge technology.

George and Betty Lewis came to regard Jack not only
as a great business associate, but as a very dear friend;
as did most of us who through the years were 
privileged to know and work with him.  

The GOG and all its participants will sorely miss 
the presence of Jack Kellner.  Anyone who would like
to remember Jack can make a donation to the “Jack
and Jan Kellner’s Memorial Fund” which 
benefits the Data Management Subcommittee.  The
contribution form can be found on the GOG website
at  www.gog.org.

Remembering John (Jack) Kellner
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