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NJPhA 150th Annual Virtual Convention Schedule
Saturday, October 10th
8:30 am to 9:30 am

Poster Session 1

9:40 am to 10:10 am

Keynote Address: Opportunities Amidst Crisis:
The Path Forward for Pharmacy

1 credit/.01 CEU

10:10 am to 10:20 am

Break

10:20 am to 11:20 am

Screening and Brief Intervention in Opioid Use
Disorders – Boots on the Ground for Pharmacists

11:20 am to 11:50 am

Annual Meeting

11:50 am to 1:00 pm

Lunch & Virtual Exhibit Hall

1:00 pm to 2:30 pm

Counterfeit Medicines in America: 2020

2:30 pm to 2:40 pm

Break

2:40 pm to 4:10 pm

reCOVering from COVID-19 Part 2

½ credit/0.05 CEU
1 credit/.01 CEU

1.5 credits/.015
CEU
1.5 credits/.015
CEU

Sunday, October 11th
8:30 am to 9:30 am

Poster Session 2

1 credit/.01 CEU

9:30 am to 10:30 am

The Role of the Pharmacist in Emergency
Medicine

1 credit/.01 CEU

10:30 am to 10:40 am

Break

10:40 am to 12:10 pm

Pharmacy Practice in the COVID-19 Setting LAW

12:10 pm to 1:00 pm

Lunch & Virtual Exhibit Hall

1:00 pm to 2:00 pm

Student Challenge with special guest,
pharmacy student and reigning Miss America,
Camille Schrier

1.5 credits/.015
CEU
1 credit/.01 CEU

Additional Convention Programs**
October 27
7:00 pm-8:30 pm

How Well Do We Know our Patients: The
Pervasiveness of Socioeconomically
Influenced Health Disparities

1.5 credits/.015
CEU

November 10
6 pm-8 pm

Immunization Update 2020; Addressing
Vaccine Hesitancy in the Time of COVID-19

2 credit/.02 CEU

*Schedule as of 9/22 – subject to change
**included in convention registration
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President’s Letter
Dear NJPhA Members,
What a difference a year makes! This has been a very difficult year for many members, both personally and professionally but as health care providers, our members continue
to provide services for the patients that count on them. I
sincerely hope that everyone is doing well and I am sure
everyone is hoping for some light at the end of this tunnel.
In spite of the challenges, NJPhA continues the hard work
they have always done. There have been many interruptions this year but NJPhA has continued to be involved in
government affairs, monitoring and commenting on potential health care legislation and working behind the scenes
to reorganize the association. At the beginning of this crisis, NJPhA, led by CEO Elise Barry, organized a COVID-19
Critical Issues Call. This weekly call brought together many
stakeholders to discuss the pharmacy related issues surrounding COVID-19 and was very well received by everyone that attended.

It has been an honor to serve as President of NJPhA in
2020. I sincerely appreciate everyone’s support and I would
like to thank everyone who works tirelessly everyday to take
care of the patients who count on us.
Our 150th annual Convention will take place virtually this
year and I hope everyone takes advantage of this opportunity and attends!
Thank you again and hope everyone has a healthy and
prosperous remainder to 2020!
Sincerely,
Mark
Mark Taylor RPh/MBA
NJPhA President, 2020

From The Editors’ Desks...
Dear Colleagues,
Thank you for your continued support for the New Jersey
Journal of Pharmacy – the official peer-reviewed journal
of the New Jersey Pharmacists Association. It is our sincere
hope that you enjoy the summer edition of our journal.
This issue highlights a continuing education article titled
“Systemic lupus erythematosus: a brief primer on ethnic
and genetic risk associations”.
We welcome submissions for the next issue of the New
Jersey Journal of Pharmacy. If you are interested in submitting a manuscript for publication consideration or serving as a peer reviewer, please email the Journal Committee
at njpharmacists@gmail.com.
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Elif Özdener-Poyraz, PharmD, BCACP, CDE, AAHIVP
Editor-in-Chief
Malgorzata Slugocki, PharmD, BCPS
Associate Editor
The Journal wishes to acknowledge the following pharmacists who participated as peer reviewers for this issue:
Drs. Nicole Ryba, Harold Kirshchenbaum, Ammie Patel,
and David Haenick.

The New Jersey Journal of Pharmacy

Message from the Chair of the Board of Trustees
Dear NJPhA Members,
I hope that you are all well and have found a way to enjoy
the summer weather with all that is going on around us. This
year has been very different for all of us but the Association
has been able to continue the great work that it has always
done despite the new challenges we have faced in 2020 led
by our CEO Elise Barry.
For me the year has flown by and my year as Chairman
of the Board of Trustees will be coming to an end in just
a few short months. It has been and honor to serve the
Association and work with such fine pharmacists and
technicians and I appreciate the support you have given to
me during my time as a line officer.

We have so much to continue to be thankful for this year, and
by the time you read this our 150th Convention will be upon
us. Come and join us at this first Virtual Convention where
we will celebrate the traditions, legacy and contributions
The New Jersey Pharmacists Association has made to
the profession of Pharmacy in our State over the last 150
years. I hope you will join us.
I hope you all stay well and thank you again for your support.
Best Regards,			
Jim
James Ward RPh
NJPhA Chairman- Board of Trustees

PHARMACY ATTORNEYS HELPING PHARMACISTS
In a time in which the profession of pharmacy is under heightened scrutiny, it is essential to make sure your rights
are being protected.
Wilentz, Goldman & Spitzer represents pharmacists and pharmacies in the following areas:
♦ Board of Pharmacy Administrative Matters

♦ Pharmaceutical Malpractice Matters

♦ Pharmacy Sales and Purchases

♦ Pharmaceutical Criminal Matters

♦ Third-Party Reimbursement Issues
Our firm has been practicing in the Pharmacy Law area for over 15 years, and we understand your problems. For
a free initial consultation, please call:
Angelo J. Cifaldi, RPh, JD
(732) 855-6096
Satish Poondi, PharmD, JD
(732) 855-6154
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Meet Our 150th Convention Faculty
October 10 & October 11 Programs
Keynote: Opportunities Amidst Crisis:
The Path Forward for Pharmacy

Michael Avaltroni, PhD

Screening & Brief Intervention in Opioid Use
Disorders-Boots on the Ground for Pharmacists

Otito F. Iwuchukwu,
RPh, PhD, FCP

The Role of the Pharmacist
in Emergency Medicine

Counterfeit Medicines in America 2020

Jaclyn Scalgione, PharmD, BCAP

Shabbir I. Safdar

reCOVering from COVID-19
Part 2
Kayla Natali, PharmD

Satish Poondi, PharmD, Esq

Pharmacy Practice in the
COVID-19 Setting

Andrew Mina, PharmD

Angelo Cifaldi, RPh, Esq

Student Self-Care Challenge

October 27 Program

Camille Schrier, Rising
P2 pharmacy student

November 10 Program

How well Do We Know our Patients: The Pervasiveness
of Socioeconomically Influenced Health Disparities

Jackie Baras, MSN, MBA,
RN, LGTB Health Navigator

Immunization Update 2020: Addressing
Vaccine Hesitancy in the Time of COVID-19
Mary Bridgeman, PharmD,
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Systemic Lupus Erythematosus: A Brief Primer on Ethnic
and Genetic Risk Associations


 RPh, PhD
0HWDEROLVPRI$FHWDPLQRSKHQ
DGRSWHGIURPUHIHUHQFH
Aniya Mazyck Pharm.D.,
Otito Frances Iwuchukwu

$WQRUPDOWKHUDSHXWLFGRVHV$3$3PDLQO\XQGHUJRHVJOXFXURQLGDWLRQDQGVXOIDWLRQWRIRUPLQDFWLYH

PHWDEROLWHVDQGPLQRU&<3PHWDEROLVPWRIRUPWR[LFPHWDEROLWHV+RZHYHUDWKLJKGRVHVRI$3$3
Learning
Objectives:
After participating
in this activity, the pharmacist shall be able to:
WKHJOXFXURQLGDWLRQDQGVXOIDWLRQSDWKZD\VEHFRPHVDWXUDWHGWKHUHE\UHVXOWLQJLQPRUHFRQYHUVLRQE\
1. Identify
the
causes
of Systemic Lupus Erythematosus (SLE).
&<3V\VWHPLQWRWR[LFPHWDEROLWHV7KHH[FHVVWR[LFPHWDEROLWHVGHSOHWHWKHJOXWDWKLRQHSRROWKHUHE\

2. Describe
the
genetic
factors associated with SLE development.

OHDGLQJWRWKHDFFXPXODWLRQRIWKHWR[LFPHWDEROLWHVDQGOLYHUIDLOXUH
3. Discuss treatment options for SLE.
Pharmacy Technicians:
1. Identify the causes of Systemic Lupus Erythematosus (SLE).
2. Discuss treatment options for SLE.
Author disclosures: None of the contributors have anything to disclose related to this educational activity
CEU Hours: 1 contact hour of continuing education credit (0.01 CEU)
Activity Type: Knowledge based
UAN: 0136-0000-20-019-H01-P/T
Release Date: 8/21/2020 		

Expiration Date: 8/21/2023

Introduction
Lupus is a multisystem autoimmune disease that predominantly affects the female population.(1) Abnormalities in immunologic function and the production of Immunoglobulin G (IgG) autoantibodies contribute to immune complexes. These complexes
are formed by the accumulation of antibodies that target healthy tissues and organs.(2) This may lead to the classical systemic
inflammation that is a characteristic of lupus and could manifest in the skin (malar rash), central nervous system (neuropsychiatric disorders), lungs (serositis), joints (arthritis), kidneys (glomerulonephritis), blood cells (anemia or thrombocytopenia),
and in the spleen (splenomegaly) (Figure 1).(2) Little is known about predisposing factors leading to the onset of the disease.
Several contributing factors such as sex, race, and age, however, have shown associations with lupus.(3)
There are four types of lupus: systemic lupus erythematous (SLE), drug-induced lupus (DIL), discoid or cutaneous lupus,
and neonatal lupus. SLE is the most common type of lupus. There is a known higher prevalence of SLE in women, with
symptoms typically manifesting in the childbearing years (15 to 44 years old). It is more common in women of African,
Hispanic, American Indians/Alaska Natives, or Asian descent.”(3-4)
Of the four types of lupus, DIL has a similar clinical presentation (arthralgia, myalgia, fatigue, and serositis) to SLE, making
them hard to differentiate upon physical examination. DIL occurs within weeks or several months of drug exposure.
Hydralazine and procainamide have shown the highest incidence of DIL.(5) Other drugs have known associations as well
(Table 1). 

1DFHW\OF\VWHLQH
 drugs associated with DIL.(5)
Table 1: Other
1DFHW\OF\VWHLQH
1$& ZDVILUVWVXJJHVWHGLQE\1HZWRQ3UHVFRWW/)IRUWKHWUHDWPHQWRI
Carbamazepine
Penicillamine

7KHILUVWVWXGLHVZHUHGRQHRQPLFHDQGIXUWKHUVWXGLHVVKRZHGRUDODQGLQWUDYHQRXV
KHSDWRWR[LFLW\
Chlorpromazine
Phenytoin
SUHSDUDWLRQVZHUHHTXDOO\HIILFDFLRXV7KH)'$DSSURYHG1$&IRURUDOXVHLQOLYHUWR[LFLW\LQDQG
Ethosuximide
Propylthiouracil
,9XVHLQ
Interferon-alpha
Quinidine
  Isoniazid
Rifampin
1$&ZLOODIIHFWDVHWRILQIODPPDWRU\HYHQWVWULJJHUHGE\WKHFRYDOHQWERQGLQJRI1$34,WROLYHUFHOOV
Methyldopa
Sulfasalazine
DQGRWKHUWLVVXHV1$&FDQEHFRPHDSUHFXUVRURIJOXWDWKLRQHRUDFWDVDQDQWLR[LGDQW7KHH[DFW
Minocycline
PHFKDQLVPRI1$&LVXQFOHDUEXWVWXGLHVKDYHVKRZQLPSURYHPHQWRIR[\JHQGHOLYHU\DQGEORRGIORZRI
WKHNLGQH\KHDUWDQGEUDLQLQWKHPLFURYDVFXODWXUH
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SLE, can affect
multiple organs and major body systems (most commonly renal and central nervous systems) with the de7UHYRU$-.DW]XQJ%*.UXLGHULQJ+DOO016$,'V$FHWDPLQRSKHQDQG'UXJV8VHGLQ
gree of severity
and
manifestation(s)
varying by patient. Initial clinical presentations can be quite heterogeneous making
5KHXPDWRLG$UWKULWLV
*RXW,Q7UHYRU$-.DW]XQJ%*.UXLGHULQJ+DOO0HGV.DW]XQJ
7UHYRUthe
V
diagnosis and management of the disease individualized. The most common signs and symptoms include fatigue, arthralgia
3KDUPDFRORJ\([DPLQDWLRQ %RDUG5HYLHZH1HZ<RUN1<0F*UDZ+LOO$FFHVVHG0DUFK
or arthritis, photosensitivity, skin abnormalities (such as a malar or butterfly rash on the face), and alopecia.(2) A complete

blood count
(CBC) will usually show anemia or thrombocytopenia.(4,6)



Diagnosis of&DQFHU*HQRPH$QDWRP\3URMHFW1DWLRQDO&DQFHU,QVWLWXWH$YDLODEOHDW
SLE requires the presence of a select set of biomarkers in diagnostic testing. These set of biomarkers identified are autoantibodies
including antinuclear antibodies (ANAs), anti–double-stranded DNA (Anti-dsDNA) antibodies, and
KWWSFJDSQFLQLKJRYSDWKZD\VELRFDUWDPBDFHWDPLQRSKHQSDWKZD\$FFHVVHG$SULO
Anti-Smith (Anti-Sm).
Anti-dsDNA
and Anti-sm are highly specific to SLE diagnosis.(3-4,6-7)


$FHWDPLQRSKHQ1HZ:RUOG(QF\FORSHGLD$YDLODEOHDW
Other findings
in SLE involve the activation of cells involved the body’s compensatory immune response. B-lymphocyte and
KWWSZZZQHZZRUOGHQF\FORSHGLDRUJSLQGH[SKS"WLWOH
DFHWDPLQRSKHQ$FFHVVHG$SULO
T-lymphocyte
are the major cells implicated. The inflammatory mechanism
begins with T- lymphocytes binding to a major
histocompatibility
complex (MHC) portion of an antigen-presenting cell (APC). This interaction leads to release of cytokines,

inflammation,
overstimulation of B-cells, loss of apoptotic cellular material, and production of IgG resulting
/DUVRQ$03ROVRQ-)RQWDQD5-HWDO$FXWH/LYHU)DLOXUH6WXG\*URXS
$/)6* in tissue damage.
(3)
NJPhA
Continuingto
Education
Activity
This immune
complex
contributes
the
immunologic
abnormalities
$FHWDPLQRSKHQLQGXFHGDFXWHOLYHUIDLOXUHUHVXOWVRID8QLWHG6WDWHVPXOWLFHQWHUSURVSHFWLYHVWXG\
Audience: Pharmacists & Pharmacy Technicians

+HSDWRORJ\

Overstimulation
of B-cells plays arole
in the pathogenesis of a majority autoimmune diseases, as well as SLE. B-lymphocyte

survival is dependent
on a B-lymphocyte stimulator (BLyS) that has been seen to be elevated in some patients with SLE.(7)
-XQH-RLQW0HHWLQJRIWKH'UXJ6DIHW\DQG5LVN0DQDJHPHQW$GYLVRU\&RPPLWWHH
SLE is associated
with other autoimmune diseases, like antiphospholipid syndrome, hemolytic anemia, thrombocytopenia
Figure 1
purpura, Sjogren’s
syndrome, and thyroiditis.(8)
ZLWKWKH$QHVWKHWLFDQG/LIH6XSSRUW'UXJV$GYLVRU\&RPPLWWHHDQGWKH1RQSUHVFULSWLRQ'UXJV$GYLVRU\
&RPPLWWHH0HHWLQJ$QQRXQFHPHQW86)RRGDQG'UXJ$GPLQLVWUDWLRQ$YDLODEOHDW
Figure 1
KWWSZZZIGDJRYDGYLVRU\FRPPLWWHHVFDOHQGDUXFPKWP$FFHVVHG$SULO

)'$'UXJ6DIHW\&RPPXQLFDWLRQ3UHVFULSWLRQ$FHWDPLQRSKHQ3URGXFWVWREH/LPLWHGWRPJ
3HU'RVDJH8QLW%R[HG:DUQLQJ:LOO+LJKOLJKW3RWHQWLDOIRU6HYHUH/LYHU)DLOXUH86)RRGDQG'UXJ
$GPLQLVWUDWLRQ$YDLODEOHDWKWWSZZZIGDJRYGUXJVGUXJVDIHW\XFPKWP$FFHVVHG$SULO


)'$UHFRPPHQGVKHDOWKFDUHSURIHVVLRQDOVGLVFRQWLQXHSUHVFULELQJDQGGLVSHQVLQJSUHVFULSWLRQ
FRPELQDWLRQGUXJSURGXFWVZLWKPRUHWKDQPJRIDFHWDPLQRSKHQWRSURWHFWFRQVXPHUV86)RRGDQG
'UXJ$GPLQLVWUDWLRQ$YDLODEOHDWKWWSZZZIGDJRYGUXJVGUXJVDIHW\XFPKWP$FFHVVHG
$SULO

)'$'UXJ6DIHW\&RPPXQLFDWLRQ)'$KDVUHYLHZHGSRVVLEOHULVNVRISDLQPHGLFLQHXVHGXULQJ
SUHJQDQF\86)RRGDQG'UXJ$GPLQLVWUDWLRQ$YDLODEOHDW
KWWSZZZIGDJRYGUXJVGUXJVDIHW\XFPKWP$FFHVVHG$SULO

$FHWDPLQRSKHQ3DWKZD\ WKHUDSHXWLFGRVHV 3KDUPDFRNLQHWLFV3KDUP*.%$YDLODEOHDW
KWWSVZZZSKDUPJNERUJSDWKZD\SD$FFHVVHG$SULO
Lupus effects multiple organ systems and tissues: skin (malar rash), central nervous system
 multiple organ
Lupus effects
systems and tissues: skin (malar rash), central nervous system (neuropsychiatric disorders),
(neuropsychiatric disorders), lungs (serositis), joints (arthritis), kidneys (glomerulonephritis), blood cells
lungs (serositis),
joints (arthritis), kidneys (glomerulonephritis), blood cells (anemia, thrombocytopenia) and spleen (spleno2VWHUKRXGW.&3HQQLQJ70'UXJ7R[LFLW\DQG3RLVRQLQJ,Q%UXQWRQ//&KDEQHU%$
(anemia, thrombocytopenia) and spleen (splenomegaly).(2)
megaly).(2)
.QROOPDQQ%&(GV*RRGPDQ
*LOPDQ V7KH3KDUPDFRORJLFDO%DVLVRI7KHUDSHXWLFVH1HZ<RUN
1<0F*UDZ+LOO$FFHVVHG$SULO
Epidemiology of SLE
SLE has not been linked to a single specific cause,
but is thought
be linked to environmental, hormonal, and genetic
Epidemiology
oftoSLE
factors. Risk+HQGULFNVRQ5*+RZODQG0$QWLGRWHVLQ'HSWK,Q+RIIPDQ56+RZODQG0/HZLQ1$
of disease development is increased in individuals with a family history of SLE.(3,9) Based on a familial study,
SLE has not been linked to a single specific cause, but is thought to be linked to environmental,
heritability1HOVRQ/6*ROGIUDQN/5HGV*ROGIUDQN
of SLE was estimated to be about 43.9%.(9) V7R[LFRORJLF(PHUJHQFLHVH1HZ<RUN1<0F*UDZ+LOO
hormonal, and genetic factors. Risk of disease development is increased in individuals with a family history of
$FFHVVHG0DUFK
(3,9)
(9)
SLE.
Based
on a familial
heritability
of SLE was
estimated to be about
43.9%. The occurrence of SLE in Hispanic,
Evidence suggests
that
SLE seems
to study,
be more
prevalent
in non-Caucasian
women.

(10)
African American, and Asian
women
is two
to four
times
than ininnon-Caucasian
Caucasian women.
Some studies
have shown an
suggests
that SLE
seems
be greater
more prevalent
women. The occurrence
of
ÖzdatliEvidence
Ş, Sipahi
H, Charehsaz
Mto et
al.
$3LORW6WXG\RQ(IIHFWVRI&RQFRPLWDQW8VDJHRI
(10)
SLE in Hispanic, African American, and Asian women is two to four times greater than in Caucasian women.
$FHWDPLQRSKHQDQG1$FHW\OF\VWHLQHWR3UHYHQW3RVVLEOH$FHWDPLQRSKHQ7R[LFLW\7XUNLVK-RXUQDORI
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The differences in geography could be indicative of the role that environmental factors play

Continuing
Education
Activity
NJPhAContinuing
Activity
NJPhA
Education
Activity
Pharmacists
Pharmacy
Technicians
Audience:Pharmacists
Audience:
and&Pharmacy
Technicians

earlier disease
 onset in African American females. Also of note is the reported lower incidence of SLE in Afro-African blacks
(blacks born in Africa) compared to Afro-American blacks (blacks born in America.(10) The differences in geography could be
indicative of the
role that environmental factors play
in the development of SLE. 
Along
with differences in SLE incidence and

0HWDEROLVPRI$FHWDPLQRSKHQ
DGRSWHGIURPUHIHUHQFH
prevalence rates, there are also differences in lupus manifestations among ethnic groups. African Americans, Hispanic Americans, and Asians with SLE have a higher risk of developing lupus nephritis than Caucasians. The development of renal dis$WQRUPDOWKHUDSHXWLFGRVHV$3$3PDLQO\XQGHUJRHVJOXFXURQLGDWLRQDQGVXOIDWLRQWRIRUPLQDFWLYH
ease is more common in Asian patients whereas the cutaneous manifestations are more common in African black patients.(10)

PHWDEROLWHVDQGPLQRU&<3PHWDEROLVPWRIRUPWR[LFPHWDEROLWHV+RZHYHUDWKLJKGRVHVRI$3$3

Genetic Factors
Associated with SLE
WKHJOXFXURQLGDWLRQDQGVXOIDWLRQSDWKZD\VEHFRPHVDWXUDWHGWKHUHE\UHVXOWLQJLQPRUHFRQYHUVLRQE\
A strong &<3V\VWHPLQWRWR[LFPHWDEROLWHV7KHH[FHVVWR[LFPHWDEROLWHVGHSOHWHWKHJOXWDWKLRQHSRROWKHUHE\
genetic and ethnic susceptibility to SLE has been reported. Results of a trans-ancestral study of SLE clarified the
(11)

ethnic disparities
in lupus with linkage of distinct Human Leucocyte Antigen (HLA) complexes.
Many different gene vari
OHDGLQJWRWKHDFFXPXODWLRQRIWKHWR[LFPHWDEROLWHVDQGOLYHUIDLOXUH
(12)
ants have been associated with an ethnic disposition to SLE. Of the number of SLE susceptible gene variants found to
have association in SLE development, Interferon Regulatory Factor 5 (IRF5), Signal Transducer and Activator of Transcription 4 (STAT4), the adaptor protein B-cell scaffold with ankyrin repeats 1 (BANK1), and Intergrin-alpham (ITGAM) have been
the most frequently studied.(12-17)
Patients with SLE have increased serum type I interferon alpha (IFN-a) which has been associated with variable disease
activity and severity. Markers for immune activation (i.e. levels of antibodies against dsDNA) are correlated as well. Expression of type I IFN genes is dependent on expression of IFN regulatory factors 3, 5, and 7.(13)
Interferon Regulatory Factor 5 (IRF5)
IRF5 has the greatest genetic association to SLE of all the gene variants discovered. IRF5 is a transcription factor involved
in regulating the expression of pro-inflammatory cytokines. Deletions and insertions within the 5’UTR region of the IRF5
gene were strongly associated with gene expression. A splice variant (rs2004640) contributed to evidence of IRF5 genetic
association to SLE. Evidence suggests that this particular single nucleotide polymorphisms (SNPs) (rs4728142) carries a
promoter genetic effect that modifies IRF5 gene expression through the alteration of the binding of the transcription factor
ZBTB3. Risk alleles (CA, CT, GA) of IRF5 lead to increased gene expression.(12)
Signal Transducer and Activator of Transcription 4 (STAT4)
The STAT4 gene has been associated with both SLE and rheumatoid arthritis (another disease with autoimmune considerations). STAT proteins are involved in cellular differentiation, proliferation, and apoptosis. Associations between SLE and
a number of SNPs in STAT4 have been identified in subjects of different ethnicities.(13) STAT4 has two major independent
genetic associations reported. The main effect was shown with the rs7574865 SNP located within intron 3 in the 5’UTR
region of the gene. The second effect is located in the inter-genic region between STAT4 and STAT1 closer to the 3’ region
of the gene .(12) The analysis of this region of STAT4 showed two distinct linkage disequilibrium (LD) blocks. A study found
one SNP (rs11889341) that leads to differential allelic expression of STAT4 and STAT1 in monocytes along with two other
SNPs: SNP8 (rs10181656) located in the binding site for CTCF, a chromatin insulator that inhibits gene transcription, and
SNP9 (rs7582694) located in a region containing estrogen response elements and binding sites for FOS1. These SNPs are
SLE-associated and strongly affect the expression of both STAT1 and STAT4.(12)
Protein B-cell scaffold with ankyrin repeats 1 (BANK1)
BANK-1 is expressed in B-cells.(14-15) This gene has been identified in European patients with SLE and contributes to IgG
production during autoimmune disease development.(9) Variants of this gene may play a role in sustained B cell-receptor

signaling and B-cell hyperactivity involved in this disease.(16) BANK-1 is involved in TLR7 (Toll-like receptor 7)- mediated type
1DFHW\OF\VWHLQH
1 IFN production
which is key in the development of B-cell and myeloid cell phenotypes that have been associated in this
(14-15)
disease.
A study showed that a deficiency in BANK-1 may show improvement in disease development.(15) Two closely
1DFHW\OF\VWHLQH
1$& ZDVILUVWVXJJHVWHGLQE\1HZWRQ3UHVFRWW/)IRUWKHWUHDWPHQWRI
linked variants
in this gene, rs10516487
and rs17266594, have primary association with risk of disease based on the differ
7KHILUVWVWXGLHVZHUHGRQHRQPLFHDQGIXUWKHUVWXGLHVVKRZHGRUDODQGLQWUDYHQRXV
KHSDWRWR[LFLW\
ences in expression
between
the two.(12)

SUHSDUDWLRQVZHUHHTXDOO\HIILFDFLRXV7KH)'$DSSURYHG1$&IRURUDOXVHLQOLYHUWR[LFLW\LQDQG

Intergrin-alpham (ITGAM)
,9XVHLQ
ITGAM was identified as another gene having an association with SLE risk.(16-17) The strongest association was seen with
 (16) This variant encodes the R77H variant of CD11b, an integrin family member that pairs with CD18
a SNP (rs1143679).
1$&ZLOODIIHFWDVHWRILQIODPPDWRU\HYHQWVWULJJHUHGE\WKHFRYDOHQWERQGLQJRI1$34,WROLYHUFHOOV
to form a heterodimer;
CR3.(17) The presence of this R77H impairs the CR3 effector function in human monocytes. These
DQGRWKHUWLVVXHV1$&FDQEHFRPHDSUHFXUVRURIJOXWDWKLRQHRUDFWDVDQDQWLR[LGDQW7KHH[DFW
alterations in the complement cascade may predispose to SLE.(16-17)

PHFKDQLVPRI1$&LVXQFOHDUEXWVWXGLHVKDYHVKRZQLPSURYHPHQWRIR[\JHQGHOLYHU\DQGEORRGIORZRI
WKHNLGQH\KHDUWDQGEUDLQLQWKHPLFURYDVFXODWXUH
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7UHYRU$-.DW]XQJ%*.UXLGHULQJ+DOO016$,'V$FHWDPLQRSKHQDQG'UXJV8VHGLQ
Genetic Risk
Factors and ANA Prevalence in Different Ethnicities
Currently5KHXPDWRLG$UWKULWLV
there are differences in the
prevalence of anti-nuclear and anti-dsDNA within patients of different ethnic
origins.
*RXW,Q7UHYRU$-.DW]XQJ%*.UXLGHULQJ+DOO0HGV.DW]XQJ
7UHYRU
V
(18)
The differences
in
ethnicity,
however,
may
play
a
role
in
the
differences
in
the
autoantibody
profiles.
Anti-Ro
antibod3KDUPDFRORJ\([DPLQDWLRQ %RDUG5HYLHZH1HZ<RUN1<0F*UDZ+LOO$FFHVVHG0DUFK
ies, anti-Sm
antibodies, anti-ribosomal P protein have varying rates of frequency among different ethnic groups and may

be diagnostic markers of value. Many of these antibodies are linked with increased rates of specific MHC-II complexes.

Anti-Ro antibodies have been found more often in Southern Chinese and North Africans. Increased rates of anti-Sm have
&DQFHU*HQRPH$QDWRP\3URMHFW1DWLRQDO&DQFHU,QVWLWXWH$YDLODEOHDW
been found in African Americans, North Africans, South Africans, Saudi Arabians, and Vietnamese patients. Japanese and
KWWSFJDSQFLQLKJRYSDWKZD\VELRFDUWDPBDFHWDPLQRSKHQSDWKZD\$FFHVVHG$SULO
Malaysian patients have a higher frequency of anti-ribosomal P protein.(18)


Ancestry Based
Genetic Risk for SLE
$FHWDPLQRSKHQ1HZ:RUOG(QF\FORSHGLD$YDLODEOHDW
An existing
genetic
variation within MHC I and III has been shown to be
a contributing factor for increased SLE risk. In a
KWWSZZZQHZZRUOGHQF\FORSHGLDRUJSLQGH[SKS"WLWOH
DFHWDPLQRSKHQ$FFHVVHG$SULO
study involving the fine mapping of SLE in African Americans and Europeans, a greater number of Human Leucocyte Anti
gen (HLA) alleles was reported in African American subjects.(19) Elevated levels of gene recombination or reshuffling of these
/DUVRQ$03ROVRQ-)RQWDQD5-HWDO$FXWH/LYHU)DLOXUH6WXG\*URXS
$/)6* sequences (A—
HLA alleles were
in the African American population. In European patients, several multi-locus haplotype
$FHWDPLQRSKHQLQGXFHGDFXWHOLYHUIDLOXUHUHVXOWVRID8QLWHG6WDWHVPXOWLFHQWHUSURVSHFWLYHVWXG\
C—B—DRB1—DQA—DQB) were observed to be twice as common when compared to African Americans. Other analyses
 
revealed +HSDWRORJ\
a similar subset of risk HLA
alleles (See Table 2).(19)



Table 2: HLA-XQH-RLQW0HHWLQJRIWKH'UXJ6DIHW\DQG5LVN0DQDJHPHQW$GYLVRU\&RPPLWWHH
Risk alleles European and African American populations.(19)
EUR

AA
ZLWKWKH$QHVWKHWLFDQG/LIH6XSSRUW'UXJV$GYLVRU\&RPPLWWHHDQGWKH1RQSUHVFULSWLRQ'UXJV$GYLVRU\

B*08:01&RPPLWWHH0HHWLQJ$QQRXQFHPHQW86)RRGDQG'UXJ$GPLQLVWUDWLRQ$YDLODEOHDW
C*17:01

B*18:01KWWSZZZIGDJRYDGYLVRU\FRPPLWWHHVFDOHQGDUXFPKWP$FFHVVHG$SULO
B*08:01


(DRB1*15:01)

DRB1*15:03

)'$'UXJ6DIHW\&RPPXQLFDWLRQ3UHVFULSWLRQ$FHWDPLQRSKHQ3URGXFWVWREH/LPLWHGWRPJ
DQA*01:02
(DQA*01:02)
3HU'RVDJH8QLW%R[HG:DUQLQJ:LOO+LJKOLJKW3RWHQWLDOIRU6HYHUH/LYHU)DLOXUH86)RRGDQG'UXJ
DQB*02:01
DQA*02:01
$GPLQLVWUDWLRQ$YDLODEOHDWKWWSZZZIGDJRYGUXJVGUXJVDIHW\XFPKWP$FFHVVHG$SULO
DRB3*02
DQA*05:01

DQA*05:05

DQB*03:19
)'$UHFRPPHQGVKHDOWKFDUHSURIHVVLRQDOVGLVFRQWLQXHSUHVFULELQJDQGGLVSHQVLQJSUHVFULSWLRQ
FRPELQDWLRQGUXJSURGXFWVZLWKPRUHWKDQPJRIDFHWDPLQRSKHQWRSURWHFWFRQVXPHUV86)RRGDQG
DQB*02:02
'UXJ$GPLQLVWUDWLRQ$YDLODEOHDWKWWSZZZIGDJRYGUXJVGUXJVDIHW\XFPKWP$FFHVVHG
The two class
II DR-DQ haplotypes with the greatest associations in each population are represented by DR2 and DR3
$SULO
serotypes and
are
listed in Table 3.

)'$'UXJ6DIHW\&RPPXQLFDWLRQ)'$KDVUHYLHZHGSRVVLEOHULVNVRISDLQPHGLFLQHXVHGXULQJ
Table 3: HLA alleles in the DR2 and DR3 serotypes in Europeans and African Americans.(19)
SUHJQDQF\86)RRGDQG'UXJ$GPLQLVWUDWLRQ$YDLODEOHDW
EUR
AA
KWWSZZZIGDJRYGUXJVGUXJVDIHW\XFPKWP$FFHVVHG$SULO
DR2 Serotype
DRB1*15:01 + DQA*01:02
DRB1*15:03 + DQA*01:02

DR3 Serotype
DQB*02:01
DQA*05:01
$FHWDPLQRSKHQ3DWKZD\
WKHUDSHXWLFGRVHV
3KDUPDFRNLQHWLFV3KDUP*.%$YDLODEOHDW
KWWSVZZZSKDUPJNERUJSDWKZD\SD$FFHVVHG$SULO
Two additional independent SNP associations were observed in both populations: Europeans rs146903072 and rs501480;

African Americans rs389883 and rs114118665. Despite differences in underlying HLA allele risk models in EUR and AAs,
2VWHUKRXGW.&3HQQLQJ70'UXJ7R[LFLW\DQG3RLVRQLQJ,Q%UXQWRQ//&KDEQHU%$
many SNP signals
across the extended MHC showed remarkable similarity and significant concordance in the direction of
*LOPDQ V7KH3KDUPDFRORJLFDO%DVLVRI7KHUDSHXWLFVH1HZ<RUN
effect for .QROOPDQQ%&(GV*RRGPDQ
risk-associated variants.(19)
1<0F*UDZ+LOO$FFHVVHG$SULO
Treatment 
Treatment for+HQGULFNVRQ5*+RZODQG0$QWLGRWHVLQ'HSWK,Q+RIIPDQ56+RZODQG0/HZLQ1$
SLE is individualized and varies based on disease severity and the organ system affected. Treatment is usually
guided by1HOVRQ/6*ROGIUDQN/5HGV*ROGIUDQN
the dominant presentation of disease symptoms.
The most common treatments for SLE are hydroxychloroquine,
V7R[LFRORJLF(PHUJHQFLHVH1HZ<RUN1<0F*UDZ+LOO
glucocorticoids, and Belimumab. Along with these two mainstay therapies, a short or long-term course of corticosteroids
$FFHVVHG0DUFK
(prednisone) may be given depending on the severity and frequency of symptoms or disease flares.

Özdatli Ş, Sipahi H, Charehsaz M et al. $3LORW6WXG\RQ(IIHFWVRI&RQFRPLWDQW8VDJHRI
$FHWDPLQRSKHQDQG1$FHW\OF\VWHLQHWR3UHYHQW3RVVLEOH$FHWDPLQRSKHQ7R[LFLW\7XUNLVK-RXUQDORI
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Alternative (off-label)
agents for the treatment of SLE include mycophenolate, azathioprine, cyclophosphamide, or rituximab.(4)

There have been no recent new drug approvals for SLE, although a number of agents approved for other conditions, are cur(20-21)
rently under investigation. These agents include ustekinumab (Stelara®) and baricitinib
0HWDEROLVPRI$FHWDPLQRSKHQ DGRSWHGIURPUHIHUHQFH  (Olumiant®). (20-22)Other investigational
drugs include: abatacept, blisibimod, leflunomide, Lupuzor™, anifrolumab, Prograf®, and rapamycin.

$WQRUPDOWKHUDSHXWLFGRVHV$3$3PDLQO\XQGHUJRHVJOXFXURQLGDWLRQDQGVXOIDWLRQWRIRUPLQDFWLYH
Hydroxychloroquine
First line PHWDEROLWHVDQGPLQRU&<3PHWDEROLVPWRIRUPWR[LFPHWDEROLWHV+RZHYHUDWKLJKGRVHVRI$3$3
approved oral treatment for SLE of any degree is hydroxychloroquine (Plaquenil®). Hydroxychloroquine is an
antimalarial
medication that inhibits movement of neutrophils, chemotaxis of eosinophils, and interferes with the complement
WKHJOXFXURQLGDWLRQDQGVXOIDWLRQSDWKZD\VEHFRPHVDWXUDWHGWKHUHE\UHVXOWLQJLQPRUHFRQYHUVLRQE\
dependent
antigen
antibody reactions.(23-24) The mechanism for its anti-inflammatory and immune modulating effects are
&<3V\VWHPLQWRWR[LFPHWDEROLWHV7KHH[FHVVWR[LFPHWDEROLWHVGHSOHWHWKHJOXWDWKLRQHSRROWKHUHE\
unknown. Benefits of hydroxychloroquine include relief of musculoskeletal manifestations
and other symptoms. Some
OHDGLQJWRWKHDFFXPXODWLRQRIWKHWR[LFPHWDEROLWHVDQGOLYHUIDLOXUH
studies have also shown that hydroxychloroquine plays a role in reducing flare frequency, thrombotic events, organ damage,
and mortality.(25-26)
Hydroxychloroquine is mostly associated with side effects of irreversible retinopathy with retinal pigmentation changes and
QT prolongation.(23-24,27) Hydroxychloroquine is recommended to be used with caution in patients with a glucose-6-phosphate
dehydrogenase (G6PD) deficiency due to its likelihood of precipitating hemolytic anemia in such patients.(28)
No current guidelines discuss the routine measurement of G6PD levels or withholding hydroxychloroquine in patients with
deficient levels. However, the package insert and drug information resources recommend using caution when prescribing
hydroxychloroquine to patients with a G6PD deficiency.(23-24,28)
A retrospective study evaluated the frequency of patients with a G6PD deficiency to develop hemolytic anemia due to
hydroxychloroquine. 275 patients were reviewed, with only 2 having hemolytic anemia episodes that did not occur during
treatment. The study results did not support the requirement for routine measurement of G6PD levels or withholding
hydroxychloroquine from patients with a G6PD deficiency.(28)
Belimumab
Belimumab (Benlysta®) is approved for active autoantibody-positive patients with non-renal SLE and is a second line agent
for patients resistant to other treatments. The agent is available as a subcutaneous and intravenous injection.(29) In some
patients with SLE, BLyS levels are elevated. BLyS may play a role in the pathogenesis of lupus by promoting the formation and
survival of memory B cells and plasma-blasts making autoantibodies. Benlysta is an IgG1-lambda monoclonal antibody that
prevents the survival of B lymphocytes by blocking the binding of soluble human protein BLyS to receptors on B lymphocytes.
Prevention of B lymphocyte survival reduces the activity of B-cell mediated immunity and its autoimmune response.(30-31)
Belimumab, unlike hydroxychloroquine, has not been associated with any genetic variants that may cause variable responses to treatment. A pharmacogenetic analyses conducted by the manufacturer (GlaxoSmithKline) of belimumab, failed
to identify any genetic variants associated with the efficacy of belimumab.(32)
Conclusion
SLE has been linked to environmental, genetic, and hormonal factors. T and B lymphocytes hyperactivity and elevated BLyS
levels are also thought to be involved in the pathogenesis of SLE. Diagnosis is dependent on the detection of ANAs, AntidsDNA, and Anti-sm, and the presence of a malar rash.



1DFHW\OF\VWHLQH
Several variants
have been associated with the genetic disposition of SLE. Of the number of gene variants found to have
association in
 SLE development, IRF5, STAT4, BANK1, and ITGAM have been the most frequently studied. The reported
strong genetic
susceptibility to SLE
been confirmed in studies, mapping the different genetic variants across various
1DFHW\OF\VWHLQH
1$&has
ZDVILUVWVXJJHVWHGLQE\1HZWRQ3UHVFRWW/)IRUWKHWUHDWPHQWRI
ethnicity may play a role in the differences in the autoantibody profiles. Presently, there are no
ethnicities.
Differences
in
KHSDWRWR[LFLW\ 7KHILUVWVWXGLHVZHUHGRQHRQPLFHDQGIXUWKHUVWXGLHVVKRZHGRUDODQGLQWUDYHQRXV
genetic tests using IRF5, STAT4, BANK1, or ITGAM as biomarkers to determine or quantify the risk of developing SLE.
SUHSDUDWLRQVZHUHHTXDOO\HIILFDFLRXV7KH)'$DSSURYHG1$&IRURUDOXVHLQOLYHUWR[LFLW\LQDQG

,9XVHLQ
Treatment
is guided by the dominant disease manifestations present with hydroxychloroquine as the drug of choice and
belimumab as
 second
 line therapy. Other agents are also available along with newer agents currently under investigation
for FDA approval
for treating lupus.(21-23)
1$&ZLOODIIHFWDVHWRILQIODPPDWRU\HYHQWVWULJJHUHGE\WKHFRYDOHQWERQGLQJRI1$34,WROLYHUFHOOV
DQGRWKHUWLVVXHV1$&FDQEHFRPHDSUHFXUVRURIJOXWDWKLRQHRUDFWDVDQDQWLR[LGDQW7KHH[DFW
PHFKDQLVPRI1$&LVXQFOHDUEXWVWXGLHVKDYHVKRZQLPSURYHPHQWRIR[\JHQGHOLYHU\DQGEORRGIORZRI
WKHNLGQH\KHDUWDQGEUDLQLQWKHPLFURYDVFXODWXUH
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No current guidelines
discuss the need for routine measurement of genetic levels (e.g. G6PD) or withholding treatment
7UHYRU$-.DW]XQJ%*.UXLGHULQJ+DOO016$,'V$FHWDPLQRSKHQDQG'UXJV8VHGLQ
options from
patients. Studies have
also supported the existing practice standard of no routine testing being required
5KHXPDWRLG$UWKULWLV
*RXW,Q7UHYRU$-.DW]XQJ%*.UXLGHULQJ+DOO0HGV.DW]XQJ
7UHYRU for
V
patients to determine the efficacy of treatment.

3KDUPDFRORJ\([DPLQDWLRQ %RDUG5HYLHZH1HZ<RUN1<0F*UDZ+LOO$FFHVVHG0DUFK
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The NJPhA Response to COVID-19: A Summary Report
The emergence of the Novel Coronavirus (COViD-19)
shook much of the world to its core. An unprecedented
need for healthcare became the epicenter of conversation
as the world adapted to the rapidly spreading virus. As in
the past, though, pharmacists rose to the challenge. They
had shared responsibility with other front-line health care
providers to inform and educate the public on COVID-19
by promoting infection control and preventive measures.
As one of the most trusted healthcare professionals, patients looked to pharmacists for concise and credible information on symptom identification, supportive management
and when additional medical attention was needed. This
report will serve as a guide to the response work of the New
Jersey Pharmacists Association, its partners in the federal
and state government and pharmacists across the state
throughout the past several months.
The Need for Information
To effectively address this unrivaled global health crisis,
concise and credible information had to be available for
pharmacists. Facts and fiction about COVID-19 ran rampant during the spring. What did we really know about this
disease? How did it spread? Who was at greatest risk?
Despite best efforts, public information was often unclear
or contradictory. Yet, pharmacists were educated, qualified
and ready to face whatever was ahead.
The first presumptive case of the Novel Coronavirus 2019
(severe acute respiratory syndrome coronavirus 2 – SARSCoV2/COVID-19) was identified in New Jersey on March
4, 2020. In response, NJPhA immediately developed a resource page on the NJPhA website to collect quickly changing information from federal and state agencies and further
categorized it under practice specific tabs. It was announced
to our members and sent it to other pharmacy groups across
the state. The web page contains resources from federal
and state agencies and scientific information about the composition of the virus and its movement from person to person
and state to state. It was important that it be accurate, timely
and sorted by practice areas to make it an efficient and valuable resource for practitioners. We shared it widely within

and outside our membership, inviting any group to link to
it. Our intention was to build capacity quickly. In addition,
and in anticipation of staffing shortages, NJPhA initiated a
Pharmacists Relief Network for pharmacists and technicians
willing to help where needed. More than 100 participants
volunteered. It was clear in the beginning stages of this crisis
that NJPhA had to infuse all its resources, connections and
influence as quickly as possible.
Fostering Communities of Practice
With the most severe of public health threats upon us, pharmacists were among the first healthcare professions to be
thrown into active response in pharmacies, hospitals, and
long-term care facilities. Without questions, they were on
the front-line and NJPhA continued to promote the value of
pharmacists in maintaining continuity of care. NJPhA engaged pharmacists from all practice areas through bi-weekly critical issues calls to strengthen our community with the
collective knowledge and expertise they contribute to patient care every day. Initially, participants identified themselves through practice areas. As practitioners embraced
their connectiveness—how they are more alike than different—it became apparent that above all, they’re pharmacists
first. Recognizing their shared desire to help each other, to
find solutions, and to adapt models strengthened our ability
to anticipate upcoming challenges. The expertise and perspectives from the various practice areas represented were
vital to looking through the foggy lens of coronavirus. Yet,
the results remain clear—pharmacists came together in unison as one profession.
A Public Health Crisis Within Our Community
The NJPhA Professional Affairs Task Force began reviews
of clinical data and literature searches to provide best practices or recommendations on hydroxychloroquine therapies, dexamethasone, and hormone therapies that hit the
news. Below are summary notes from a sampling of our
calls to date, and a comprehensive report will be released
during the NJPhA 150th Annual Meeting in October. These
calls will continue through the emergency period.

Below are selected examples of the NJPhA Critical Issues Calls.
Date

Confirmed COVID-19 Cases in New Jersey**

March 19, 2020

743

**confirmed case figures used are cumulative and they were available on the date recorded based on information from all sources. These numbers
may vary from final figures confirmed in the following months.

Issues Raised Included:
BOP: Pharmacists and technician remote
work; waiver process; PPE shortage –
sterile compounding/retail/hospitals; staffing shortages, change in pharmacy hours/
procedures; emergency dispensing/no
refills; shortages expected-will compounders be able to compound commerSUMMER 2020

cially available drugs (duplicate sent to
FDA); setting up alternate pharmacy site
if quarantined; signature requirements/
contamination of pin pads; medication
hoarding
CMS: 1135 waiver, Med D; signature
waiver – will it affect Med D audits; pharmacist participation in telehealth

FDA: shortages expected-will compounders be able to compound commercially
available drugs
Clinical discussions: potential treatments with Kaletra and Hydroxychloroquine
Unfounded information: coronavirus
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patient should not use Ibuprofen and
aspirin; discontinue use of angiotensin
converting enzyme inhibitors (ACE-i) and
angiotensin receptor blocker (ARB) medications in patients with COVID-19.
After reviewing research, American
Heart Association (AHA), the Heart Failure Society of America (HFSA) and the
American College of Cardiology (ACC)
recommend continuing therapy ACE-i or

(ARB) medications for patients already
prescribed for indications such as heart
failure, hypertension or ischemic heart
disease
Field Reports:
Independent/Community
Pharmacies:
obtaining signatures for prescriptions
a concern; PPE shortages; re-working
pharmacy operations to accommodate
patients

Date

Confirmed COVID-19 Cases in New Jersey

April 6, 2020

41,090

Issues Raised included:
BOP: use of other hospital personnel to
deliver medication and restocking meds;
LTC pharmacy providers need a ‘hospital’
designation to address patient need over
the wholesaler limitations;
Response: PIC and P&T can permit
non-pharmacy staff to deliver meds
prepared by pharmacy staff; LTC
pharmacy providers should contact
wholesaler and explain the population they serve—not a retail pharmacy
NJ DOH: pending requests; are NJ patients in clinical trials; are terms of CMS
memo on refills permitted in NJ
NJ DHS: quick guide bulletin for PAAD/
Senior Gold beneficiaries released
CMS: Part D early refills being rejected
Response: Memo on refills without
prescriber allows pharmacist to continue to dispense customary medication; Part D sponsors should follow
existing drug shortage guidance in
Chapter 5 of Part D manual
DEA: hospitals report about 1-week supply drugs for COVID and critical care patients; emergency licenses were issued
without license number
Response: Drug Control unit creating
emergency CDS permit for prescribers

Date
April 9, 2020

Legislative Actions: Governor’s authority transferred to State Director of Emergency Management under disaster control Act to confiscate personal service,
real and personal property, when needed.
Includes medical supplies and equipment
to meet need for ventilators. PPE- Executive Order 113
Anticipated Drug shortages: high demand for drugs associated with COVID
treatment – approximately 50% of drugs
used to treat C-19 effected; HCQ 200mg,
Chloroquine, Azithromycin 250/500mg;
Acetaminophen 325/500mg, Zinc gluconate 220 mg, zinc 50 mg, Vitamin C 500mg
Clinical Discussions: PPE shortages
effecting most practice areas; American
College of Cardiology recommends patients on HCQ should be hospitalized

due to high adverse event (AEs); NJPhA
Professional Affairs Task Force following
cardiotoxicity of these drugs
Field Reports:
Independent/Community pharmacies: inhaler allocation issues; community and
compounding pharmacies willing to partner with hospitals to increase their capacity; staffing challenges effecting hours of
operation; Hoboken mandate requires all
essential workers to wear masks
Compounding: open to helping expand
hospital pharmacy capacity
Hospital: lack of public information on
HCQ adverse events is a concern; seeking update on 340B programs
Consultants/LTC: LTC medication concerns –, Lorazepam oral concentrate
(ventilated patients increase; hospice patients), D5 ½ ns for hydration, albuterol,
combivent inhalers switched to nebulizers;
Administrative Order 20-21 requires positive C-19 test before prescription can be
filled—may be too late for patients in LTC
setting
News: PPP application could change;
funds transferred in about week after
approval; Conflicting information about
Remdesivir having limited access and expanded access

Confirmed COVID-19 Cases in New Jersey
61,267

Issues Raised included:
BOP: HHS guidance under Public Readiness and Emergency Preparedness
Act (PREP) authorizes pharmacists to
order and administer tests – NJ needs
a process to administer the tests; reactivated retirees permitted under EO but
AO 2 (April 3) excludes pharmacistsNJ
DOH: several hospitals are enrolled in
Remdesivir or Regeneron trials (about
15 patients per study); wholesale limits
hospitals and pharmacies: allocations of
medication on historic ordering pattern;
wholesalers may be withholding some
supply for their regular customers
CMS: guidance for Part D plan sponsors
– Notice of PDE Prescriber ID Editing
and States of Emergency; Medicaid menPage 16

for emergency licenses; use DEA Decision Tree (link)
FDA: 503 A compounding pharmacies
need guidance about commercially available products for anticipatory use; waiver
of prescription requirements
FEMA: status of national stockpile; local
Offices of Emergency Management is
contact for pharmacies

Compounding: many have raw materials
on hand to assist patients
Consultants/LTC: access for required
consultant services is being restricted by
facility administrators; pharmacy deliveries difficult
Hospitals: northern NJ hospitals have
many patients; converting areas to handle influx; census rising at alarming rate;
need hydroxychloroquine

tal health patients can’t get medications;
telehealth guidance released
DEA: hospitals reporting about a week
supply of most C-19 medications and
critical care patients; quotas have been
relaxed;
FDA: FDA does not intend to enforce the
5% interstate limit on compounded medication until MOU is signed – currently in
draft; drugs on shortage list, discontinued
to be commercially available and does
not intend to take action against 503B
facility; C-19 testing with EUAs are considered to be CLIA waived tests;
HRSA: if COVID response is affecting
a 340B providers ability to comply with
program-contact the 340B prime vendor

Anticipated Drug shortages: Hydroxychloroquine; Kaletra; Azithromycin; Tocilizumab; Siltuximab; Cisatracurium; Vecuronium; Rocuronium;
Propofol; Norepinephrine; Epinephrine;
Bicarb; Amiodarone; Neuromuscular
Blockers; midazolam; anticoagulants
and steroids; IV bags in short supply
Legislative Actions: Executive Order 122 sets occupancy limits; requires
masks/gloves; essential businesses
50% occupancy; set hours to admit high
risk individuals; barriers between patrons and cashiers; frequent handwashing breaks; contactless pay options;
business to provide face coverings/
gloves to employees
The New Jersey Journal of Pharmacy

Clinical discussions: hospital reports
their normal daily use of propofol is 100
vials-now using 1300 vials daily; NJPhA Professional Affairs committee researching risk/benefit ratio of HCQ and
azithromycin in specific high-risk populations – report follows:
Report of the NJPhA Professional
Affairs Task Force on the Risk/
Benefit of Hydroxychloroquine/
Chloroquine and Azithromycin
for treatment of COVID19
1. At this time cumulative evidence
does not indicate that hydroxychloroquine is effective in improving
outcomes of patients with COVID19
pneumonia/severe hypoxia.
2. We do not see evidence at this
time that the benefits of combining
chloroquine/hydroxychloroquine
and azithromycin for treatment for
COVID19 outweighs the cardiac
risks associated with this treatment.
a. Therefore, we do not rec		 ommend the use of this
		 treatment combination out		 side of clinical trials or out		 side of settings where an
		 ECG can be monitored prior
		 to and during treatment.
b. We also recommend that this
		 combined treatment not be
		 used without pharmacist
		 management of medication
		 regimens which include other
		 drugs known to in-crease
		 risk of QT prolongation.
c. We recommend that off-label
		
medication use for COVID19

		 adhere to FDA Emergency
		 Use Approval (EUA) guide		 lines and are consistent with
		 state regulations and emer		 gency executive orders.
3. We suggest that chloroquine not
be used without considering and ruling out silent G6PD deficiency, especially of patients descended from
populations in whom this genetic
trait is more common.
4. We request that hydroxychloroquine trials currently underway collect and make available data regarding the patient respiratory status at
the time of treatment initiation so as
to clarify whether or not anticipated
viral load reductions contribute to
positive outcomes if started prior to
vs after there is evidence of hypoxia
or lower lung infiltration.
5. We request timely reporting to
FDA Adverse Event Reporting System (FAERS) regarding off-label
COVID19 treatment so that the information may be shared with clinical decision makers.
Public Statement
The NJPhA Task Force on COVID19 treatment found that the evidence to date does NOT PROVE
efficacy of the use for hydroxychloroquine/chloroquine with and
without azithromycin for treatment
of COVID19. This medication combination holds significant cardiac
risks for patients with certain conditions and genetic backgrounds

Date

Confirmed COVID-19 Cases in New Jersey

May 4, 2020

128,269

Issues Raised included:
BOP: NABP remote testing for MPJE/
NAPLEX; difficulty getting reservations
for testing sites due to limited capacity; patients previously receiving HCQ
for chronic conditions are exempt from
Executive Order; patients with newly
diagnosed chronic condition might only
receive 14-day supply
NJ DOH: False claims made by manufacturers and distributors about fake testing
in circulation. DOH medical director issued
statement that links to FDA EUA list. At
present, most require lab analysis. Tests
with a ‘w’ designation are CLIA waived
CMS: Pharmacists can work with a physician or other practitioner to provide
assessment and specimen collection
services; physician or other practitioner
can bill Medicare for the services; pharmacists can perform certain COVID-19
tests if they are enrolled in Medicare as
a laboratory, in accordance with a phar-

SUMMER 2020

macist’s scope of practice and state law;
these changes allow beneficiaries to be
tested at “parking lot” test sites operated
by pharmacies and other entities consistent with state requirements. Such pointof- care sites are a key component in expanding COVID-19 testing capacity.
FDA: guidance on medical devices released
Anticipated Drug shortages: etomidate
injection; furosemide injection; Hydroxypropyl (Lacrisert) Cellulose Ophthalmic
Insert; Guanfacine Hydrochloride Tablets; Levetiracetam Immediate-Release
Tablets and Extended Release Tablet;
Levetiracetam Extended Release Tablet; Nalbuphine Injection; Sulfasalazine
Enteric-Coated and Immediate-Release
Tablets; Tacrolimus Capsules; glass bottles to repackage propofol unavailable
Clinical discussions: Remdesivir receives EUA for hospitalized patients; Gilead donated meds will be distributed to

and should be used with caution.
Patients should use these medications only under direction of
their healthcare provider who can
monitor safety when the potential
benefit outweighs the risk.
Field Reports:
Independent/Community
pharmacies:
wearing gloves decreases handwashing; 60-day extension of USP 800 after
emergency; Are community pharmacies
still able to get hydroxychloroquine from
their wholesalers-chains are receiving
medications, independents are having a
harder time getting it
Compounding: response to previous
questions to BOP and FDA pending
Consultants/LTC: collaborative practice
statutory and regulatory barrier; need release for multiple patients instead of one
patient
Hospital: PPE is critically low; census doubling; opioids for end-of-life care scarce;
Anticoagulants, lovenox is being used
more frequently; hospitals switching to
once daily products when possible; Census is continuing to go up, repurposing
other areas of the hospital into ICU areas
Physicians: experiencing difficulties with
telehealth; CPT codes and modifiers retracted; claims after March 18 have to be
resubmitted; insurance copay for telehealth waived effecting physician fees
News: 45% of deaths are patients
above 80 years with comorbidities;
some banks reopened application process for PPP/SBA loans

hospitals based on ICU beds in hardest
hit areas; severe patients showing most
improvement; IV pepcid use
Field Reports:
Independent/Community
pharmacies:
patient vaccines have been postponed
or by appointment in independent pharmacies; chain pharmacies are continuing
Tdap, pneumonia and delaying others by
appointment of walk-in; returning to normal operating hours; inventory of OTC
getting back to normal
Compounding: need guidance on antigen
tests if there is a positive result; is staff
quarantined
Consultants/LTC: conducting remote reviews when/where possible;
Hospital: need more information on Remdesivir use
News: FDA issues EUA for Remdesivir;
Gilead reports distribution to begin this
week
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Date
May 7, 2020

Confirmed COVID-19 Casesin New Jersey
133,635

Issues Raised included:
BOP: responses to previous requests still
pending; pharmacies with CLIA waiver for
any prior testing like cholesterol, HTN reapplication for CLIA waivers not needed;
questions about CLIA Waived testing vs.
Complexity level lab; FDA website has list
that states what level tests can be done at
what location
NJ DOH: Finger prick test is not CLIA
waived; new CLIA waiver applications can
be submitted or existing can be updated
FDA: drafting guidance for 503As to contact hospitals to assist; new guidance on
testing released for clinical laboratories;
revised policy on antibody tests released
FEMA: Crisis counseling program and
community support systems available
through FEMA in five states including
NJ; 2 shipments totaling 14 days supply of PPE provided to Medicaid/Medicare certified nursing homes nationwide;
a critical care decontamination system
was delivered to NJ;
Homeland Security: entering Recovery/
Reopening stage; are testing requirements set by state; cyber security alert
for healthcare organizations, pharma-

ceutical companies, universities, hospitals, local government, from groups exploiting C-19; shifting to remote work has
caused vulnerabilities
HRSA: uninsured testing underway
Legislative Action: S2388-authorizes
certain forms of testing for coronavirus
disease by eliminating NJ’s prohibition on
at-home lab tests. NJ is one of four states
that does not allow it. To be heard in SBA
committee on 5/7.
S2330/A3908 “COVID-19 Financial Security for Consumers Act” includes the
term medical practitioner with respect to
reimbursement for tests. At our request, it
will include pharmacists. Bill to be heard
in committee (SBA and ACE) on 5/7
S2436 /A4012-authorizes pharmacists to
order and administer tests for coronavirus
disease 2019 (COVID-19) consistent with
federal guidance. S2436 Proposed for introduction. A4012 Assigned to Assembly
Health Committee
Anticipated Drug shortages: slides of
complete shortage list reviewed and updated

Date

Confirmed COVID-19 Cases in New Jersey

May 11, 2020

140,458

Issues Raised included:
BOP: responses to previous questions
still pending;
NJ DOH: responses pending; expanding
testing to 20K per day by the end of May;
contact tracing begins
NJ DHS: signature requirement waiver for
med pick up is on websiteCMS: Guide for
Medicare pharmacies and other suppliers may temporarily enroll as independent
clinical diagnostic laboratories released;
additional licensure and scope of practice
issues; BOP is aware and is working on addressing the issue FDA: HCQ safety alert
issued; HCQ should be used for clinical
trial or hospitalized patients with caution
FEMA: Crisis Counseling Program is administered through Immediate Services
Program in NJ
Homeland Security: recovery plans for
reoccupying facilities; factors that influence recovery plans, and business challenges in discussion
HRSA: funds awarded to HRSA funded
health centers in all 50 states to expand
testing and related activities to address
needs of local community; outreach to
homeless with many chronic diseases
Legislative Actions: S2388-authorizes
certain forms of testing for coronavirus
disease by eliminating NJ’s prohibition
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on at-home lab tests. Passed committee with amendments to expand to future
tests
S2330/A3908 “COVID-19 Financial Security for Consumers Act” amended and ready
for floor votes in Assembly and Senate
S2436 /A4012-authorizes pharmacists to
order and administer tests for coronavirus disease 2019 (COVID-19) consistent
with federal guidance. S2436 Proposed
for introduction. referred to Senate Budget committee
Anticipated Drug shortages: glass bottles for propofol still unavailable
Clinical discussions: Ritonivir part of
multi-drug study in Hong Kong; Ritonivir
has major drug interactions that are not
discussed and press coverage could
spark use too early
NJPhA Professional Affairs Task
Force: Triple Therapy of Beta interferon 1b, ribavirin, ritonavir/lopinavir
cocktail showed some reduction in
viral shedding for mild/moderate cases of COVID 19 (Lancet); conflicting
results showed no improvement in
hospitalized severe patients (NEJM);
news stories characterize this treatment as safe and available; NJPhA
Professional Affairs concluded that

Field Reports:
Independent/Community
pharmacies:
pharmacies are getting requests for antibody testing; reopening and resuming
normal hours
Compounding: still waiting for guidance
Consultants/LTC: patients discharged
from hospital to LTC should have medication transferred with them; increased
quantities are affecting customary drug
allocations; competency testing on infection control in nursing homes
Hospital: Remdesivir supply not reaching
all hospitals;
Physicians: physician practice survey indicates majority applied to PPP loan and
very few received it; stress/mental health
from COVID taking its toll
News: 30,000 patient courses of remdesivir have been made available; expect
140,000 treatment courses by end of May
2020; 500,000 by October 2020; 1 million
by December 2020; NCPDP issued guidance for pharmacist led testing

the Black Box warnings, significant
CYP 3A4 drug interactions, and QT
interval prolongation (approved for
HIV, multiple sclerosis, Hep C) require drug interaction screening prior
to initiation and safety monitoring before and after initiation of treatment.
Rutgers at-home saliva testing for COVID-19; logistics about returning to Rutgers pending; Rutgers will be able to distribute to community; estimated 10,000
can be done a day; expect to add another
module to enable 20,000 tests
Field Reports:
Independent/Community pharmacies: diagnostic testing and antibody testing in
pharmacies requested
Hospital: remdesivir for us in severe
C-19 patients with low oxygenation
Insurers: will Horizon cover serology
tests
News: NJPhA president appointed
to Governor’s Restart and Recovery
Advisory Council representing pharmacists; HHS has government allocation of remdesivir; distribution/allocation
process is unknown at present; Quidel/
Sofia 2 antigen test with EUA is available
through wholesalers; NIOSH issues alert
about counterfeit N 95 masks
The New Jersey Journal of Pharmacy

Date
June 15, 2020

Confirmed COVID-19 Cases in New Jersey
171,611

Issues Raised included:
BOP: naloxone co-prescribing clarified;
it does not include hospital, LTC or hospice patients; proposed rules pending
NJ DOH: CLIA WAIVER REQUIREMENT CHANGES: additional detail regarding the POC CLIA Waived test for
COVID19 listed on the application must
be provided in order to successfully obtain the waiver’ proof of test order is required; existing applications can be edited; pharmacies need CLIA number to
apply for Medicaid lab designation; antibody tests should not be listed on application because none of the antibody
tests are CLIA waived at this time; DOH
recommends following LTC testing and
PPE guidelines for consultants returning
to facilities

FDA: new video explaining different diagnostic and antibody tests released;
124 EUAs issued for test kit manufacturers and labs including 15 antibody
tests and one antigen test; 124 test kits
EUAs, 15 antibody tests and one antigen test processed
FEMA: list of testing locations released
HRSA: 340B hospitals have new flexibilities to use drugs offsite facilities
Anticipated Drug shortages: slides of
reported shortages reviewed
Clinical discussions: CDC vaccine
recommendations updated as pandemic
evolves; estimated that 60% of population may get the flu this season; 24 states
have COVID-19 outbreaks

Date

Confirmed COVID-19 Cases in New Jersey

August 10, 2020

184,525

Issues Raised included:
BOP: previous requests still pending
NJ DOH: guidance pending
CMS: Updated data on COVID 19 impact
on Medicare recipients released
DEA: warns of rising scam call from agent
imposters
FDA: posts guidance for at-home and
over-the-counter (OTC) diagnostic tests;
188 EUAs including 31 antibody tests and
2 antigen tests; additional hand sanitizer
warning issued
FEMA: four NJ hot spots identified

Clinical discussions: NJPhA Professional Affairs Task Force is reviewing
available data on Aviptadil (RLF 100) for
respiratory distress using vasoactive polypeptide; HHS has distributed the donated
Remdesivir; hospitals should continue reporting; NIH provided allocation guidance;
CMS and CDC announce provider reimbursement for counseling patients about
self-isolation during C-19; ¾ of adults with
coronavirus have heart damage; NJ positive cases on the rise again; FEMA identifies 4 NJ counties as hot spots

Anticipated Drug shortages: ventilator medications (sedatives, analgesics,
neuromuscular blockers) dexamethasone
(59% fill rate), heparin, and enoxaparin
(80%-97% fill rate) are backordered or on
slow delivery

Legislative Actions: NJPhA and NJ
pharmacy coalition sent letter to Governor
to sign S2436 into law; bill is on his desk
for response by mid-August

Persevering in Uncertainty:
New Jersey quickly became the second epicenter of the pandemic
in America, but there was little time to think about what that really meant. Some federal agencies were skeptical of our claims,
viewing them as situations unique to New Jersey. In the beginning, they were. However, we used every tool available to us to
express that what might seem unique in that moment would soon
be commonplace. And it was. By June, the pandemic hit several
states with a vengeance. Critical care drugs, ventilators, pop-up
hospitals and refrigerated trucks had fully enveloped Florida, Arizona, California and others. We will never know if our warnings
were heeded or if our experience served as a model, but hopefully we provided a glimmer of hope that a period of recovery was
achievable.
At NJPhA, we continue to convene state and federal representatives and pharmacists in frontline positions to recap during the
current lull, while preparing for what may come next. Every issue
SUMMER 2020

Field Reports:
Independent/Community
pharmacies:
prepping for flu season, and patient outreach
Consultants/LTC: DOH has cited LTC
facilities for not having consultant visits
since March
Hospital: Remdesivir clinical trials update
News: HHS issues COVID-19 lab data
reporting guidance; NIH is accepting
emerging research for preprint; APhA
well-being Index indicates that stress levels in pharmacists in NJ has risen in last
reporting period and NJ ranks second
highest in District Two

Field Reports:
Consultants/LTC: the 41-page LTC document does not address pharmacists readmittance to LTC facilities; specific comments and questions will be submitted to
DOH
Hospital: most normal hospital services
have resumed; hospitals reporting very few
C-19 patient admissions
News: Moderna vaccine in phase 3 trial;
HHS proposes rule on drug rebates; most
Americans want to wait for effective C-19
vaccine

is weighed and evaluated to position pharmacists as highly trained
and experienced health care professionals poised to unleash their
expertise and apply their skill to the matter at hand.
The team of experts NJPhA assembled continues to work in concert to follow the trends of the virus and learn from the collective
knowledge of the group. So many people did so many wonderful and courageous things during the pandemic that it is hard to
look critically at actions taken to mitigate the impact or protect
the citizens of New Jersey. Barriers emerged, inadequacies surfaced, yet we worked through them and will continue to maneuver
through them.
It is in the fabric of NJPhA to bring the profession out on the other
side of adversity and challenge. As a founding tenet of the association in 1870, NJPhA strives to advance the profession to allow
pharmacists to practice at the top of their license in service to their
patients.
Page 19

NJPhA Corporate
Sponsors

150th NJPhA Annual Convention
Sponsorship Packages
IMPACT

INVEST

$1500

INFORM

$1000

Virtual 1 minute live
address & 1 minute
pre-recorded address to be
scheduled throughout
virtual event
[1] full page program ad
Program sponsor
recognition - company
logo (w/ live website link)
Website listing - company
logo

Virtual 1 minute pre-recorded
address to be scheduled
throughout virtual event
[1] ½ page program ad
Program sponsor
recognition - company name
(w/ live website link)

[1] ¼ page program ad
Program sponsor
recognition - company
name (w/ live website link)
Website listing - company
name

Website listing company name
[1] independent virtual

[2] tickets to the 150th

webinar opportunity through

Anniversary Celebration

December 15th

Banquet (to be held in 2021)

$500

Nonprofit Rate: $750

[2] independent virtual
webinar opportunities
through December 15th
• Your company name on an
embroidered commemorative
white coat for Miss America,
Camille Schrier

Limited availability.

Click here to Register

Pharmacy student & Miss America, Camille Schrier

– A Virtual Event – Regis ter Here! –

