
Vol. 24 No. 1 Editor: Martha L. Golar, Esq. Winter 2020

Date: 
Place: 

PURCHASE YOUR TICKETS NOW AND SAVE THE NEW DATE 

JALBCA’s Annual Awards Presentation Dinner Rescheduled

September 8, 2020 - NEW DATE
Ziegfeld Ballroom
141 West 54th Street
New York, NY 10019

Time: 6pm Cocktails | 7pm Dinner
At the dinner, JALBCA will be honoring:

• Honorable Jenny Rivera, Associate Judge of the New York Court of Appeals - Leadership
Achievement Award

• The IBM Legal Department - Maite Aquino Memorial Grant Award

• Judith Livingston for her many years of service to JALBCA

For more information about the event please go to: 
https://jalbca.org/events/jalbcas-annual-awards-presentation-dinner-2020/
To purchase tickets please go to: 
https://jalbcadinner2020.eventbrite.com
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On January 13, JALBCA held its 
inaugural membership reception, hosted 
by Robinson & Cole. The event was 
organized by the Membership Committee, 
led by Co-Chairs Virginia Trunkes and 
Hon. Donna Golia. The event was fun for 
all and a great success. We welcome all 
new JALBCA members who joined after 
the event. 

(continued on page 2)

JALBCA’s JANUARY 2020 MEMBERSHIP RECEPTION

https://jalbca.org/events/jalbcas-annual-awards-presentation-dinner-2020/
https://jalbcadinner2020.eventbrite.com
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L-R: Hon. Alan Scheinkman, Faith Miller, Membership Co-
Chair Hon. Donna Golia, Board member Hon. Marguerite 
Grays.

L-R: JALBCA Co-President Hon. Saliann Scarpulla, Robinson + 
Cole Managing Partner Stephen Goldman, Membership Co-Chair 
Virginia Trunkes, Co-President Vilia Hayes, Executive Director 
Claire Gutekunst

NEWS BRIEF – FDA UPDATE ON CANNABIS OR CANNABIS-DERIVED COMPOUNDS

Background
Cannabis is a plant of the Cannabace-

ae family and contains more than eighty 
biologically active chemical com-
pounds. The most commonly known 
compounds are delta-9-tetrahydrocan-
nabinol (THC) and cannabidiol (CBD). 
Many people are aware of the prospect 
of using cannabis or cannabis-derived 
compounds, including CBD, in connec-
tion with cancer treatment.

On January 16, 2020, the House En-
ergy and Commerce Subcommittee on 
Health held a legislative hearing, en-
titled Cannabis Policies for the New 
Decade. The meeting was intended to 
examine federal cannabis policy, in-
cluding the implications of reschedul-
ing cannabis to a less restrictive cate-
gory (i.e., less restrictive than Schedule 
1 under the Controlled Substances Act, 
which categorizes cannabis with drugs 
such as heroin) and the potential of can-
nabis research. 

Presently, 33 states plus the District 
of Columbia have legalized medical 
marijuana and 11 states permit adult-
use cannabis consumption. Each 
state has different laws covering 
qualifying conditions and dispensing 
of medical marijuana. (Federal 
Marijuana Policy Hearing Makes 

Progress at https://www.forbes.com/
sites/sarabrittanysomerset/2020/01/16/
federal-marijuana-policy-hearing-
makes-progress/#56d9b0a54370)

General Medical Claims About Canna-
bis in Relation to Cancer

Some studies involving individu-
als undergoing cancer treatment have 
shown that medical marijuana can help 
to manage the following:

•  Pain - marijuana can work similar-
ly to opioids. In addition, the claim 
is that it may have anti-inflammato-
ry effects that can help with pain. 

• Neuropathy - marijuana relieves the 
pain from neuropathy (nerve dam-
age) that is a common complication 
of chemotherapy and other cancer 
treatments and is characterized 
by symptoms such as a feeling of 
weakness, numbness, tingling, or 
burning in the hands and feet.

•  Nausea and vomiting – medical 
marijuana can be an effective treat-
ment for nausea and vomiting, 
which are side effects of chemo-
therapy. There are many medica-
tions available to treat this symp-
tom. Dronabinol is a synthetic 
cannabinoid that is approved by the 
FDA for the nausea and vomiting 

that is a side effect of chemothera-
py.

•  Anorexia or cachexia – marijuana 
may improve appetite. Cancer is 
associated with anorexia (the medi-
cal term for loss of appetite) and ca-
chexia and wasting syndrome (un-
intentional weight loss, specifically 
the loss of lean muscle and fat). It is 
often accompanied by fatigue and 
a decline in functional abilities. 
Dronabinol is FDA-approved for 
anorexia associated with AIDS but 
not specifically for cancer. 

• Anti-neoplastic - pre-clinical stud-
ies (lab and animal testing) show 
that marijuana may be effective 
in slowing down or stopping the 
growth of certain tumors.

See: Medical Marijuana and Cancer 
at https://www.cancercare.org/
publications/328-medical_marijuana_
and_cancer).

FDA Consumer Update November 
2019

In November 2019, the FDA 
published a consumer update on its 
ongoing analysis of the safety of these 
products. The FDA also issued warning 
letters to 15 companies for selling CBD-
containing products in violation of the 
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Food, Drug, and Cosmetic Act (FD&C 
Act). The following summarizes some 
of the items covered in the FDA’s 
publication and warning letters. See: 
FDA Regulation of Cannabis and 
Cannabis-Derived Products, Including 
Cannabidiol (CBD) at https://www.
fda.gov/news-events/public-health-
focus/fda-regulation-cannabis-and-
cannabis-derived-products-including-
cannabidiol-cbd.

In its consumer update, the FDA 
identified several specific health risks 
potentially posed by CBD. The agency 
referenced the following: an associa-
tion between CBD and the potential 
for liver injury; that CBD may impact 
the efficacy of other medications, while 
other medications might impact the 
potency of CBD products; an associa-
tion between CBD and male reproduc-
tive toxicity in animals (and an effort 
by the FDA to learn if this risk would 
translate to humans). While consumers 
might be harmed by these risks without 
notice, there are risks that are readily 
detectable such as changes in alertness, 
gastrointestinal distress, and changes 
in mood – these should improve once 
CBD is stopped or reduced.

The FDA also advised consumers of 
the kinds of general risks that speak to 
concerns such as (1) marketing CBD 
with unproven medical benefits; (2) 
selling CBD products of unknown 
quality, where the items are marketed to 
have certain levels of CBD which they 
do not have; (3) reported claims (which 
are being investigated) of certain CBD 
products that might also contain THC 
or unsafe contaminants like pesticides 
or heavy metals. 

The FDA’s position presently remains 
that it is an illegal act under Federal 
law (1) to introduce or deliver for 
introduction into interstate commerce 
any food (including any animal food 
or feed) to which THC or CBD has 

been added or (2) to sell THC or CBD 
products as dietary supplements. It has 
concluded, based on available evidence, 
that THC and CBD products are 
excluded from the dietary supplement 
definition under section 201(ff)(3)(B) 
of the FD&C Act [21 U.S.C. § 321(ff)
(3)(B)]. 

The agency claims a need for more 
high-quality scientific information 
about the safety of CBD. To date, the 
agency has not approved a marketing 
application for cannabis for the treat-
ment of any disease or condition. FDA 
has, however, approved one canna-
bis-derived and three cannabis-relat-
ed drug products - there are no other 
FDA-approved drug products that con-
tain CBD. These approved products are 
only available with a prescription from 
a licensed healthcare provider.

FDA Warning Letters
FDA issued warning letters to 15 

companies across several different 
states for illegally selling CBD-con-
taining products. Each of these compa-
nies made claims that its products could 
be used to treat serious diseases. Cer-
tain of the letters were directed to CBD 
products that not only were marketed 
with serious disease claims but were 
also marketed to particularly vulner-
able populations like infants and chil-
dren, as well as CBD products that are 
intended for food-producing animals, 
which might affect human food prod-
ucts derived from those animals. 
The Role of Congress

The FDA stated that it is “committed 
to protecting the public health while 
also taking steps to improve the effi-
ciency of regulatory pathways for the 
lawful marketing of appropriate can-
nabis and cannabis-derived products”. 
This is consistent with the urging by 
Congress for that agency to find such 
a pathway in light of the fact that 2018 

Farm Bill (the Agriculture Improve-
ment Act of 2018, Pub. L. 115-334) 
legalized hemp and CBD from hemp. 
Cannabis plants and derivatives that 
contain no more than 0.3 percent THC 
on a dry weight basis are no longer 
controlled substances under federal 
law.

Possible Ways to Access Cannabis 
or Cannabis-Derived Products for 
Medical Use

The FDA provided information on 
how patients can gain access to these 
products through “expanded access” 
(a/k/a compassionate use) - a path-
way to try an investigational medical 
product (drug, biologic, or medical 
device) when a patient has a serious or 
life-threatening disease or condition. 
This is done outside of clinical trials 
when there are no comparable or sat-
isfactory therapies available. Second, 
the FDA provided information for pa-
tients to gain access to these products 
through Right to Try, which is designed 
to facilitate access to certain investiga-
tional drugs through direct interactions 
between patients, their physicians and 
drug sponsors. The Right to Try Act 
(Public Law 115-176 ) was signed into 
law on May 30, 2018 and provides pa-
tients, who have been diagnosed with 
life-threatening diseases or conditions, 
who have tried all approved treatment 
options and who are unable to partici-
pate in a clinical trial, access to certain 
unapproved treatments.

More information about these two 
potential methods of access is available 
at FDA websites. For information about 
expanded access, see https://www.fda.
gov/news-events/public-health-focus/
expanded-access. For information 
about the Right to Try Act, see https://
www.fda.gov/patients/learn-about-
expanded-access-and-other-treatment-
options/right-try.
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The American Society of Clinical 
Oncology will hold its annual meet-
ing this year May 29, 2020 to June 2, 
2020. The venue for the meeting will be 
McCormick Place Convention Center, 
Chicago IL. The annual meeting brings 
together oncology professionals from 
around the world to discuss state-of-
the-art treatment modalities, new ther-
apies, and ongoing controversies in the 
field. If interested in more information, 
go to this link: https://www.asco.org/
calendar.

Key takeaways from the 2019 meet-
ing, relating to breast cancer, were 
summarized in the July 19, 2019 issue 
of the ASCO Daily News, as reported 
by two experts, Hope Rugo, MD, FAS-
CO, of the University of California, 
San Francisco, and Pavani Chalasani, 
MD, MPH, of the University of Arizo-
na College of Medicine. In that article, 
test results from the following studies 
were described: 

KRISTINE - compared trastuzum-
ab-emtansine plus pertuzumab to 
trastuzumab, pertuzumab, and che-
motherapy (THCP) in 444 women 
with HER2-positive stage II or III 
breast cancer

Result: study demonstrated a signifi-
cantly better event-free survival rate 
at 36 months in the THCP cohort

Patient-Reported Outcomes in NRG 
Oncology/NSABP B-39/RTOG 0413 
- studied long-term survival rates and 
recurrence risk in women with low-
risk, early-stage breast cancer who 
received partial-breast irradiation 
(PBI) compared with those who re-
ceived whole-breast irradiation

Result: study found similar long-term 
survival rates and recurrence risk in 

the two groups. Also, participants 
who received PBI irradiation report-
ed less fatigue, whether or not they 
underwent post-PBI chemotherapy

NALA - Phase III trial which com-
pared neratinib and capecitabine 
against lapatinib and capecitabine in 
patients with HER2-positive meta-
static breast cancer previously treat-
ed with two or more HER2-directed 
regimens

Result: the neratinib cohort demon-
strated significantly improved pro-
gression-free survival (PFS) with a 
trend toward improved overall sur-
vival, as well as a delayed time to 
intervention for symptomatic central 
nervous system disease

SOPHIA - Phase III study which 
compared margetuximab/chemother-
apy to trastuzumab/chemotherapy 
in patients with HER2-positive met-
astatic breast cancer after prior an-
ti-HER2 therapies

Result: demonstrated a small, al-
though statistically significant, one 
month difference in PFS and some 
improvement in clinical benefit rates

FAKTION - Phase II study which 
compared the AKT inhibitor capi-
vasertib plus fulvestrant to placebo 
plus fulvestrant after relapse or pro-
gression on an aromatase inhibitor in 
metastatic ER-positive breast cancer

Result: showed a doubling in PFS in 
the capivasertib group - demonstrates 
the benefits of AKT inhibitors in pa-
tients with AKT or P13K pathway 
mutations

MONALEESA-7 - Phase II trial of 
ribociclib with or without endocrine 

therapy in premenopausal patients 
with HR-positive/HER2-negative ad-
vanced breast cancer

Result: demonstrated a 29% relative 
reduction in the risk of death in the ri-
bociclib group – the first time a statis-
tically significant overall survival has 
been seen with a CDK4/6 inhibitor in 
this patient population

HERITAGE- study of biosimilars, it 
compared the biosimilar trastuzum-
ab-dkst (Ogivri) to trastuzumab after 
combination therapy

Result: there were similar outcomes 
in PFS and overall survival at 36 
months between the two arms, argu-
ably validating the whole field of bi-
osimilars

CLEOPATRA - study compared first-
line pertuzumab, trastuzumab, and 
docetaxel in patients with HER2-pos-
itive metastatic breast cancer against 
placebo, trastuzumab, and docetaxel

Result: continued to demonstrate sig-
nificant overall survival in the per-
tuzumab arm, with a median overall 
survival at 8 years of 57.1 months 
(37% of patients) compared to 40.8 
months in the placebo arm (23%)

Impassion130 - study randomly as-
signed patients with previously un-
treated locally advanced or meta-
static triple-negative breast cancer to 
atezolizumab plus nab-paclitaxel or 
placebo plus nab-paclitaxel 

Result: demonstrated a continued im-
provement in overall survival

For more information, see: https://
dailynews.ascopubs.org/do/10.1200/
ADN.19.190366/full/.

ANNOUNCEMENTS
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RESOURCES______________________________________________________________________________________________________________________

ADELPHI NY STATEWIDE BREAST CANCER
Hotline & Support Program
Adelphi University School of Social Work 
Garden City, NY 11530 
www.breastcancerhotline@adelphi.edu

CancerCare
275 Seventh Avenue 
New York, NY 10001 
www.cancercare.org 
800.813.HOPE (4673)

CENTER FOR ELDER LAW & JUSTICE
438 Main Street, Suite 1200
Buffalo, NY 14202 
www.elderjusticeny.org 
716.853.3087

CITY BAR JUSTICE CENTER/
CANCER ADVOCACY PROJECT
42 W. 44th Street
New York, NY 10036
www.citybarjusticecenter.org/projects/cancer-advocacy-
project
212.382.4785

THE ELLEN HERMANSON FOUNDATION
200 West End Avenue, Suite 12 G 
New York, NY 10023 
www.ellensrun.org
212.840.0916

THE FAMILY CENTER
Judith S. Kaye Project and Maite Aquino Program
493 Nostrand Avenue, 3rd Fl. 
Brooklyn, NY 11216
http://www.thefamilycenter.org/what-we-do/legal-wellness-
institute/our-clients-projects/
718.230.1379, ext. 150
Toll Free: 800.219.4522

GILDA’S CLUB NEW YORK CITY
195 West Houston Street 
New York, NY 10014 
www.gildasclubnyc.org 
212.647.9700

MALE BREAST CANCER COALITION
www.malebreastcancercoalition.org

MEMORIAL SLOAN KETTERING
CANCER CENTER
Post-Treatment Resource Program
Educational Forums
215 E. 68th St., Ground Fl. 
New York, NY 10021 
www.mskcc.org 
212.717.3527

Bendheim Integrative Medicine Center 
1429 First Avenue (at 74th Street) 
New York, NY 10035

NATIONAL BREAST CANCER COALITION
1010 Vermont Avenue, NW, Suite 900
Washington, DC 20005
www.breastcancerdeadline2020.org 
202.296.7477
Toll Free: 800.622.2838

SHARE
(Self-Help for Women with Breast or Ovarian Cancer)
65 West 46th Street, Suite 712
New York, NY 10036 
www.sharecancersupport.org
212.719.0364
Toll-Free 844-ASK-SHARE (844.275.7427)
Speak to a survivor toll-free: 866.891.2392

SHARSHERET
(for Young Jewish Breast Cancer Survivors)
www.sharsheret.org
866.474.2774

TO LIFE!
410 Kenwood Avenue
Delmar, NY 12054
110 Spring Street
Saratoga Springs, NY 12866 
www.tolife.org
518.439.5975
518.587.3820

YOUNG SURVIVAL COALITION
80 Broad Street, Suite 1700
New York, NY 10004 
www.youngsurvival.org
877.972.1011




