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Abstract

Pharmacovigilance is the pharmacological science relating to the collection, detection, assessment, monitoring, and
prevention of adverse effects with pharmaceutical products. It heavily focuses on adverse drug reactions (ADRS),
serious adverse drug reactions and unexpected adverse drug reactions. Pharmacovigilance is used to establish the
safety profile of drugs in humans. The objective of the study was to evaluate Adverse drug reactions associated with
Paclitaxel and to compare the two different formulations of Paclitaxel i.e. Nab paclitaxel (albumin bound paclitaxel)
and non albumin bound paclitaxel. A total of 91 adverse drug reactions were observed in patients on Paclitaxel
therapy and various parameters were analysed including yearly and gender wise ADR distribution by Pacliatxel and
Nab paclitaxel, Indication wise use in gender, yearly and gender wise serious adverse drug reactions distribution and
System organ class distribution in gender. Nab-paclitaxel (alboumin bound paclitaxel) is significantly more effective
than paclitaxel formulated as Cremophor EL (CrEL, Taxol, CrEL-paclitaxel), with almost double the response rate,
increased time to disease progression and increased survival in patients. The absence of CrEL from the formulation
is associated with decreased neutropenia as compared with CrEL-paclitaxel. Nab technology has increased the
therapeutic index of paclitaxel and well tolerable as compared with the conventional, solvent-based formulation and
thus albumin bound paclitaxel have better safety profile than conventional paclitaxel. The availability of new drugs,
such as Abraxane (albumin bound paclitaxel), in association with other traditional and non-traditional drugs will
give the oncologist many different effective treatment options for patients.
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Introduction

Pharmacovigilance also known as Drug Safety, is
the pharmacological science relating to the collection,
detection, assessment, monitoring, and prevention of
adverse effects with pharmaceutical products.
Pharmacovigilance heavily focuses on Adverse drug
reactions , Serious adverse drug reactions and
Unexpected ADRs.! ADRs are defined as any response
to a drug which is noxious and unintended, including
lack of efficacy, which occurs at doses normally used
for the prophylaxis, diagnosis or therapy of disease, or
for the modification of physiological
function. Medication errors such as overdose, and
misuse and abuse of a drug, are also of interest because
they may result in an ADR?,
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Serious ADR, a serious adverse event or reaction is any
untoward medical occurrence that at any dose that
results in death, is life-threatening, requires inpatient
hospitalisation or results in prolongation of existing
hospitalisation, results in persistent or significant
disability/incapacity, a congenital anomaly/birth defect
or a medically important event or reaction
3,Unexpected ADR is an ADR whose nature, severity,
specificity, or outcome is not consistent with the term
or description used in the local/regional product
labeling (e.g. Package Insert or Summary of Product
Characteristics) should be considered unexpected?.

There are multiple reasons for increasing necessity for
pharmacovigilance and some of them includes:
Insufficient evidence of safety from clinical trials due
to strict inclusion/exclusion criteria, subjects usually
have single disease, specific groups of children, elderly
and pregnant are excluded, small sample size, short
duration of trial limit the detection of long term adverse
effects, inability to detect ADRs under real conditions
as drug-drug and drug-food interactions are not taken
in to consideration 4, Trend to convert prescriptional
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drugs to over-the-counter (OTC) drugs has excluded
the involvement of physicians and pharmacist therefore
making the assessment and reporting adverse drug
reaction very difficult®.

Paclitaxel is a mitotic inhibitor used in cancer
chemotherapy. It was discovered in a National Cancer
Institute program at the Research Triangle Institute in
1967 and was isolated from the bark of the Pacific Yew
tree, Taxus brevifolia and named it 'taxol'. When it was
developed commercially by Bristol-Myers Squibb
(BMS) the generic name was changed to 'paclitaxel’
and the BMS compound is sold under the trademark
"TAXOL'. In this formulation, paclitaxel is dissolved in
Cremophor EL and ethanol, as a delivery agent. A
newer formulation, in which paclitaxel is bound to
albumin, is sold under the trademark Abraxane.
Paclitaxel stabilizes the microtubule polymer and
protects it from disassembly. Chromosomes are thus
unable to achieve a metaphase spindle configuration.
This blocks progression of mitosis, and prolonged
activation of the mitotic checkpoint triggers apoptosis
or reversion to the G-phase of the cell cycle without
cell division 5.

Paclitaxel is approved for ovarian, breast and lung,
bladder, prostate, melanoma, esophageal, and other
types of solid tumor cancers as well as Kaposi's
sarcoma. It is recommended in NICE guidance of June
2001 that it should be used for nonsmall cell lung
cancer in patients unsuitable for curative treatment, and
in first-line and second-line treatment of ovarian
cancer. In September 2001, NICE recommended
paclitaxel should be available for the treatment of
advanced breast cancer after the failure of anthracyclic
chemotherapy, but that its first-line use should be
limited to clinical trials. In September 2006, NICE
recommended paclitaxel should not be used in the
adjuvant treatment of early node-positive breast cancer
5. The FDA recently approved a solvent-free
formulation of paclitaxel for the treatment of metastatic
breast cancer that utilises 130-nanometer albumin-
bound (nab) technology (Abraxane or Pacliall; nab-
paclitaxel) to circumvent the requirement for solvents.
Clinical studies have shown that nab-paclitaxel is
significantly more effective than paclitaxel formulated
as Cremophor EL (CrEL, Taxol, CrEL-paclitaxel), with
almost double the response rate, increased time to
disease progression and increased survival in second-
line patients. The absence of CrEL from the
formulation is associated with decreased neutropenia
and rapid improvement of peripheral neuropathy with
nab-paclitaxel, compared with CrEL-paclitaxel. For
these reasons, nab-paclitaxel can be administered using
higher doses of paclitaxel than that achievable with

CrEL-paclitaxel, with shorter infusion duration and
without the requirement for corticosteroid and
antihistamine premedication to reduce the risk of
solvent-mediated hypersensitivity reactions. Taken
together, these studies have demonstrated that nab
technology has increased the therapeutic index of
paclitaxel compared with the conventional, solvent-
based formulation .

Nab paclitaxel treatment was approved by the U.S.
Food and Drug Administration (FDA) in January 2005
and the European Medicines Agency in January 2008
for breast cancer cases where cancer did not respond to
other chemotherapy or has relapsed.

In June 2010, positive results were published from a
phase Il trial in first-line non-small-cell lung cancer
(NSCLC) when compared with solvent-based
paclitaxel, and in October 2012 the FDA widened the
approved use of Abraxane to include treatment for
NSCLC.

The objective of the study was to evaluate the Safety
profile of Paclitaxel in PubMed from period 2011 to
2013 and to compare the Safety profile of two different
formulations of Paclitaxel i.e. Nab paclitaxel (albumin
bound paclitaxel) and non albumin bound paclitaxel.
Material and Methods

The data from the case reports of patients receiving
paclitaxel were extracted from PubMed search engine
from period 2011 to 2013 %2°. Adverse Drug Reactions,
Indications and System organ class were coded using
MedDRA™®. The line listing of case reports was
prepared in Microsoft excel including various
parameters like Patient age, Patient age group, Gender,
Product name, Indication, ADR, SOC, SADR etc.
Using pivot tables various tables were generated
containing various parameters which aid in analysis of
various parameters like: Yearly distribution of ADRs
by Pacliatxel and Nab paclitaxel (Table 1), Indication
wise use in gender (Table 2), Serious adverse drug
reactions distribution in gender by paclitaxel and nab
paclitaxel (Table 3), Yearly distribution of SADRs
(Table 4), ADR distribution in gender (Table 5),
Gender wise SOC distribution (Table 6).

Results and Conclusion

This study indicates that concludes that for future
prospects pharmacovigilance or drug safety plays an
important role in establishing safety profile of drugs. A
total of 91 ADRs were found among which 74 were
SADR. During the study analysis various parameters
were analysed like:

Yearly distribution of ADRs by Pacliatxel and Nab
paclitaxel:  Encephalopathy,  neutropenia  were
prominent ADR in 2011, Cystoid macular oedema and
metastases to lungs were observed in 2012 by
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Paclitaxel and Peripheral sensory neuropathy was the
most prominent in 2013 by both Paclitaxel whereas
lesser ADRs were observed by nab paclitaxel (Figure 1
& 2).

Indication wise use in gender: In females: Both
formulations were widely used to treat Breast cancer
ovarian cancer and gastric cancer in females (Figure 3)
while In Males: Nab paclitaxel was used to treat
extramammary paget’s disease whereas paclitaxel was
majorly used to treat lung cancer, gastric cancer and
oesophageal cancer metastatic (Figure 4).

Serious adverse drug reactions distribution in
gender by paclitaxel and nab paclitaxel: In females
dyspnoea was the major SADR found other SADR
were metastases to bone, CNS, Lymph node, liver ,
peripheral sensory neuropathy and neutropenia whereas
cystoids and macular oedema, peripheral sensory
neuropathy and neutropenia were found with nab
pacliatxel. Few cases of SADRs were found with Nab-
pacliatxel in comparison to conventional Paclitaxel
(Figure 5). In males cystoids macular oedema,
metastases to lung and neutropenia were major SADRs
whereas no SADRs was found with nab-paclitaxel in
males (Figure 6).

Yearly distribution of SADRs: Encephalopathy,
neutropenia were major in 2011, posterior reversible
encephalopathy and metastases to bone were major
SADR while in 2013 dyspnoea, neutropenia, peripheral
sensory neuropathy and metastases to lung were found
(Figure 7).

ADR distribution in gender: In Females major ADRs
by paclitaxel were dysponea, maculopathy and
metastases to bone, CNS and liver while by nab-
pacliatxel peripheral sensory neuropathy was major
ADR (Figure 8) while in Males cystoids macular
oedema, neuropathy peripheral, neutropenia and
metastases to lung were major only paraesthesia was
found with nab paclitaxel (Figure 9).

Gender wise SOC distribution: In females the major
SOC found was Nervous system disorder (28 %)
[Figure 10] while in Males nervous system disorder
(28%) , respiratory, thoracic and mediastinal disorders
(28%) [Figure 11].

Previous studies also supported that Nab-paclitaxel
(albumin bound paclitaxel) is significantly more
effective than paclitaxel formulated as Cremophor EL
(CrEL, Taxol, CrEL-paclitaxel), with almost double the
response rate, increased time to disease progression
and increased survival in patients 6. The absence of
CrEL from the formulation is associated with
decreased neutropenia as compared with CrEL-
paclitaxel. Nab technology has increased the

therapeutic index of paclitaxel and well tolerable as
compared with the conventional, solvent-based
formulation and thus albumin bound paclitaxel have
better safety profile than conventional paclitaxel.
Tolerability and compliance will probably become the
most important factors in the future, according to the
emerging value of quality of life in cancer care. The
availability of new drugs, such as Abraxane (albumin
bound paclitaxel), in association with other traditional
and non-traditional drugs will give the oncologist many
different effective treatment options for patients.
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Table 1: Yearly distribution of ADRs by Paclitaxel and Nab paclitaxel

YEARLY DISTRIBUTION OF ADVERSE DRUG REACTION BY PACLIATXEL

Paclitaxel

Paclitaxel
Total

Paclitaxel NAB

Paclitaxel
NAB Total

Grand
Total

Adverse Drug
Reactions

2011

2012

2013

2011

2012

2013

Acute myocardial
infarction

1

Adenocarcinoma

Anaemia

Bone marrow disorder

Bronchial fistula

Cushing's syndrome

NP (NP

NP (NP e

Cutaneous lupus
erythematosus

[EEN

Cystoid macular
oedema

Decreased appetite

Diarrhoea

Dizziness

Dysphagia

Dyspnoea

Encephalopathy

Erythema

N WOk |k, (-

N (W (O (|0

Inappropriate
antidiuretic hormone
secretion

Interstitial lung disease

el L

PP

Intestinal fistula
infection

Intestinal perforation

Leukopenia

Macular oedema

Maculopathy

Metastases to bone

w

W Wk PP~

Metastases to central
nervous system

Metastases to eye

Metastases to liver

Metastases to lung

AW (F >

[S2 I NOO I i N

Metastases to lymph
nodes

Metastases to
meninges

1

Myelodysplastic
syndrome

1

1

1
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Nasal septum
perforation 2
Neuroendocrine
carcinoma

Neuropathy peripheral 1
Neurotoxicity
Neutropenia
Oligohydramnios
Onycholysis
Oropharyngeal pain
Palmar-plantar
erythrodysaesthesia
syndrome 1 1 1
Paraesthesia 1 1
Peripheral sensory
neuropathy 3 3 4 4
Peritoneal disorder 1 1 1
Peritoneal
mesothelioma
malignant 1 1 1
Posterior reversible
encephalopathy
syndrome

Pyogenic granuloma
Recall phenomenon 1 1 1
Systemic lupus
erythematosus 1 1 1
Thrombocytopenia 1
Grand Total 34 29 20 83 1 1 9 11 94

N
N

=

LG
N

RN (oA
=
=

RN (R (NP -

Table 2: Indication wise use in gender

INDICATION WISE USE IN GENDER

Female
Female Total Male Male Total Grand Total

Paclitaxel
INDICATION Paclitaxel NAB Paclitaxel Paclitaxel NAB

Brain cancer
metastatic 1 1 1

Breast cancer female 12 1 13 13

Breast cancer
metastatic

Breast cancer recurrent

Breast cancer stage Il

W WL o
Wk kLW
OB~ IN|©
O IN|©

Breast cancer stage |11

Cervix cancer
metastatic

[EEN
[EEN
[EEN

[EEN
[EEN
[EEN

Cervix carcinoma

Cervix carcinoma 1 1 1
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recurrent

Duodenal stenosis 1 1
Endometrial cancer

metastatic 1 1
Extramammary Paget's

disease 1 1
Fallopian tube cancer

stage 111 1 1
Gastric cancer 1 1 1
Gastric cancer stage 0 1 1
Gastric cancer stage 111 2 2 2 4
Gastric cancer stage

v 2 2 2 4
Gastrooesophageal

cancer 1 1 1
Inflammatory

myofibroblastic

tumour 1 1 1
Large cell lung cancer

recurrent 1 1
Lung adenocarcinoma 1 1 1
Lung adenocarcinoma

stage Il1 1 1 1
Lung adenocarcinoma

stage IV 2 2 2
Lung cancer metastatic 1 3 3 4
Metastatic pulmonary

embolism 1 1
Non-small cell lung

cancer 1 1 1
Non-small cell lung

cancer metastatic 1 1 1
Non-small cell lung

cancer stage | 1 1 1
Non-small cell lung

cancer stage Il1A 1 1 1
Oesophageal cancer

metastatic 2 2 2
Ovarian cancer 4 4
Ovarian cancer

metastatic 3 3
Ovarian cancer

recurrent 2 2
Ovarian cancer stage |1 1 1
Ovarian cancer stage

v 1 1
Pancreatic carcinoma 1 2 2
Papuloerythroderma of

Ofuji 1 1 1
Penis carcinoma 1 1 1
Renal cancer 1 1 1
Salivary gland cancer 1 1 1
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Thyroid cancer

Transitional cell
carcinoma metastatic

Uterine cancer

[N

Vaginal cancer stage Il

Grand Total

54

10 64

27

1

28

92

Table 3: Serious adverse drug reaction distribution in gender by Paclitaxel and Nab Paclitaxel

Female

Female Total

Male

Male Total

Grand Total

SERIOUS
ADVERSE DRUG
REACTION

Paclitaxel Paclitaxel NAB

Paclitaxel

Acute myocardial
infarction

Adenocarcinoma

Bronchial fistula

Cushing's syndrome

=N e

Cutaneous lupus
erythematosus

[y

Cystoid macular
oedema

Diarrhoea

[N

[EEN

Dizziness

Dysphagia

Dyspnoea

Encephalopathy

Erythema

Y

e Ll

R |w ok |k ko

Inappropriate
antidiuretic hormone
secretion

Interstitial lung
disease

Intestinal fistula
infection

Intestinal perforation

Leukopenia

Macular oedema

[N

Metastases to bone

w

U = P N

Metastases to central
nervous system

Metastases to eye

Metastases to liver

Metastases to lung

W~ (W

N (W[~ W

(G2 BN NGO RN i
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Metastases to lymph
nodes

Metastases to
meninges

Myelodysplastic
syndrome

Nasal septum
perforation

Neuroendocrine
carcinoma

Neuropathy
peripheral

Neurotoxicity

Neutropenia

Oligohydramnios

R

R

Onycholysis

Oropharyngeal pain

RN

Peripheral sensory
neuropathy

Peritoneal disorder

Peritoneal
mesothelioma
malignant

Posterior reversible
encephalopathy
syndrome

Systemic lupus
erythematosus

Thrombocytopenia

Grand Total

43

7

50

24

24

74

Table 4: Yearly distribution of SADRs

YEARLY DISTRIBUTION OF SERIOUS ADVERSE DRUG REACTION

Paclitaxel

Paclitaxel
Total

Paclitaxel NAB

Paclitaxel
NAB Total

Grand
Total

SERIOUS ADVERSE
DRUG REACTION

2011

2012

2013

2012 2013

Acute myocardial infarction

1

Adenocarcinoma

Bronchial fistula

Cushing's syndrome

=N e

=N (e

Cutaneous lupus
erythematosus

Cystoid macular oedema

Diarrhoea

Dizziness

== o e
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Dysphagia

Dyspnoea

Encephalopathy

Erythema

= W O

= (W O

Inappropriate antidiuretic
hormone secretion

Interstitial lung disease

Intestinal fistula infection

Intestinal perforation

Leukopenia

L R

Macular oedema

Metastases to bone

w

[ I e e e N

Metastases to central nervous
system

Metastases to eye

Metastases to liver

Metastases to lung

Metastases to lymph nodes

Metastases to meninges

NN (e

Myelodysplastic syndrome

Nasal septum perforation

Neuroendocrine carcinoma

Neuropathy peripheral

Neurotoxicity

Neutropenia

Oligohydramnios

Onycholysis

Oropharyngeal pain

e e W

Peripheral sensory neuropathy

Peritoneal disorder

RN (R RRPORIvVIEF|(RFPFPINISW|[FR |

e N N e G R R R L R P P P T FS, T FICR TSN N

Peritoneal mesothelioma
malignant

[EE

Posterior reversible
encephalopathy syndrome

Systemic lupus erythematosus

Thrombocytopenia

Grand Total

28

23

16

67

74
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Table 5: ADR distribution in Gender by Paclitaxel and Nab-pacliatxel

Grand
Female Female Total Male Male Total Total
ADVSERSE DRUG
REACTIONS Paclitaxel | Paclitaxel NAB Paclitaxel | Paclitaxel NAB
Acute myocardial
infarction 1 1 1
Adenocarcinoma 1 1 1
Anaemia 1 1 1 1 2
Bone marrow disorder 1 1 1
Bronchial fistula 2 2 2
Cushing's syndrome 1 1 1
Cutaneous lupus
erythematosus 1 1 1
Cystoid macular
oedema 1 1 2 3 3 5
Decreased appetite 1 1 1
Diarrhoea 1 1 1
Dizziness 1 1 1
Dysphagia 1 1 1
Dyspnoea 4 4 1 1 5
Encephalopathy 2 2 1 1 3
Erythema 1 1 1 1 2
Inappropriate
antidiuretic hormone
secretion 1 1 1
Interstitial lung disease 1 1 1
Intestinal fistula
infection 1 1 1
Intestinal perforation 1 1 1
Leukopenia 1 1 1
Macular oedema 1 1 1
Maculopathy 3 3 3
Metastases to bone 3 3 3
Metastases to central
Nervous system 3 3 1 1 4
Metastases to eye 1 1 1
Metastases to liver 3 3 3
Metastases to lung 1 1 2 3 3 5
Metastases to lymph
nodes 2 2 2
Metastases to meninges 1 1 1
Myelodysplastic
syndrome 1 1 1
Nasal septum
perforation 2 2 2
Neuroendocrine
carcinoma 1 1 1
Neuropathy peripheral 1 1 3 3 4
Neurotoxicity 1 1 1
Neutropenia 3 1 4 3 3 7
o W
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Oligohydramnios 1 1 1
Onycholysis 1 1 1 1 2
Oropharyngeal pain 1 1 1
Palmar-plantar
erythrodysaesthesia
syndrome 1 1 1
Paraesthesia 1 1 1
Peripheral sensory
neuropathy 3 4 7 7
Peritoneal disorder 1 1 1
Peritoneal
mesothelioma
malignant 1 1 1
Posterior reversible
encephalopathy
syndrome 2 2 2
Pyogenic granuloma 1 1 1
Recall phenomenon 1 1 1
Systemic lupus
erythematosus 1 1 1
Thrombocytopenia 1 1 1
Grand Total 55 9 64 28 1 29 93
Table 6: Gender wise SOC distribution
GENDER WISE SOC DISTRIBUTION

SOC Female Male Grand Total

Blood and lymphatic system disorders 9 6 15

Bone disorder 1 1

Cardiac disorders 2 2

Endocrine disorders 2 2

Eye disorder 1 1

Eye disorders 6 9

Gastrointestinal disorders 4 6

Hepatobiliary disorders 3 3

Metabolism and nutrition disorders 2 2

Musculoskeletal and connective tissue

disorders 2 2

Neoplasms benign, malignant and unspecified

(incl cysts and polyps) 1 1

Nervous system disorders 15 8 23

Pregnancy, puerperium and perinatal

conditions

recurrence

Respiratory, thoracic and mediastinal

disorders 16

Skin and subcutaneous tissue disorders 9

Grand Total 65 29 94

o W

© Sakun Publishing House (SPH): IJPLS

4188

o=

Slk<uMm

shing House




ST sndn) ojwiaisAs
S vouvawouayd (jeday
ewonuesd siuadoiy
‘DIQISIOADS 10110150 d
PLIOAYIOSIW |EAU0IIS Y
12PIOS|P |E3U0IDY
‘Aosuas jeaayduag snsojewayiAse sndnjonwaisis
e|sayisaeley
aRuedrwieg ewonuesd djualioAy

ured jeadulieydosn ~BLIOIBYI0SIW [EBUOILIH

0976-7126

sisAjoysAugQ

sonwIpAyodno Ayiedoinau Asosuas jesayduag

eluadonnay
Alixojosnan
jesayduad Ayjedoanapn

" igjuejd-rewed

ISSN

sisAjoydAuQ
BUIOUIED SULDOPUI0INAN
uvopesopad wmdas jesen
awospuAs opsejdsApoRAw
S28uiudw O] SoseseaN

eluadonnan

IJPLS

jezayduad Ayjedoinan

sapou yduw| 0] saseiseian uopeiopad wmdas jeseN

fun| 03 saseselawy safuiuaw 0} saseiselan
DAY O3 saseIseIaN
aAa 0} saselserapy 3un) 03 saseiseldN
‘|exjuad 0} saselselap

auoq O] saselselaw

alAa 03 sasejselsny

Ayiedonaoewy aJuoq 0] saseiselany
BLIDPI0 B INORW
ejuadoyna

uoiesosad jeunisaiuy

~
4
o
-4
g
N~
~
-4
¥
10
-4
o
~
c
]
Lar)
—~
)
Nt
O
S
-
Q
<
<]
|
G
<
=]
0
S

BLISPS0 Jejnoep

ADVERSE DRUG REACTIONS

4189

uonesopad jeunsaju)

ADVERSE DRUG REACTIONS

Fig. 2: Yearly distribution of ADR by Nab-Paclitaxel

UODAU] BINISH [BULISAIU)
i aseasip Sun| [elIRsISU)
aseasip un| jennsau) g .
anaanipaue aendosddewy)

ewayiAsg

ITTTT 11 i 111'1111 11

ewaylAsg
Ayredojeydaou3
eaoudsAg

eaoudsAg

YEARLY DISTRIBUTION OF ADVERSE DRUG REACTIONS BY PACLITAXEL

ssauzziq
efeydsAg

ssauiznQ anadde paseasnag

Fig 1: Yearly distribution of ADR by Paclitaxel.

esoyuea snsojewayiAsa sndn| snoauein)

I'TTT11

aynadde paseasaq
ELIaPa0 JEINDEW PIOISAD
‘sndn) snoauein)

e|nIsy |ejyouoig

YEARLY DISTRIBUTION OF ADVERSE DRUG REACTIONS BY PACLITAXEL NAB

© Sakun Publishing House (SPH)

ejwaeuy
awoupuAs s duiysn)

NSy jeiyouoig uoaIeU| [BjpIeDOAW 3INDY
J2PIOS|P MOLIBW 3UOg

o~ wn — wy (=]
ElBeuy -

. 8VYN
- SouRIeIoLSPY TEXVLITOVL A8 SHAV J0 IDNIUNNDO0 0 ADNINDINS

- U028 U [RIPIRI0AW aINaY

oMW N W O
™ ~ - o

TIXVLITOVL A8 SHAY 30 IDNIUNID0 40 ADNINDIYA

Research Article




g 28eys Jaue) jeulde
) a8e3s Jaoued jeurdep e BUUN

Jadued susaln JQEELLIW BOUIEY 3] RO U]

4177-4194]

Jan., 2015

[Saharan et al., 6(1)

v
-
-
<
=
w
o
2
z
Q
-
2
—
E
-}
Q
-
a
=
z
=
=
S
a
£

litaxel NAB

T Pa

taxel

® Pacli

INEISEIAL BLUOUIDIRY [|83 [BUOHISUEs |
Jooued ploshy

INEISEIAW 39OUEI Bun| |10 jews
J3uel puejd beajes

Jdued |euay

EWOU|DIED SIUdyY

1inyQ jo euvapoagiuaondey
WO Jneanued

Al 28215 J30URI URLEAD

n 28e3s J2oued UBUEAD

WRLNI3) J3IULI UEUBAD

INEISEIAW JIOUED UBLIEAD

J30UB) UBLEAD

IpRISIAW soue [eafeydosap

vin 23e1s Jaouea Sunj 1199 j|ews-uoN

| 93e3s Jaoued Suny (j29 |[EWS-UON
MILISEIRW JF2URD Juny 1@ [lRws-LoN
130ued Sunj |89 jlews-uoN

Female

sciitaxed NAB

wisjoqud Asevownd e
IReIseIaW soue Jum
Al 38e3$ ewouesouspe Bum

ni 38e3s ewousesouape Sum

pwouasedouspe Suny

INDICATIONS
ion wise use in
INDICATION WISE DISTRIBUTION IN MALES

Juaundas sBoued 3un| jjad adse)

oW IRseIqoIgqyoAw Asojeweu)

» Pachtaxel

20ed jeadeydosdoosses

A 9Be)s 200ued auses

Hl AFe3s JA0ued e

0 @3e1s Jaoued JUsen

J32UED J3seN

| adexs Jadued aqny ueido|je 4

Fig. 3: Indicat

aseas|p s Jadeqd Aewwewenxy
IREISLIAW JDIULD eLdWopuy
S{SOUa]s |euapong

JUSLNORJ BLWUOUIED XIA)
EWOU|DIED X|Aa)

JEISEIAW JDOUED X|AUE)

| @2eys Jadued iseaug

i 2815 saoued 1seaug
UBAINI3) J3OURD 15eug
JIRISRIIW SOUED J5ERIG
3[ewWay JAoued 15ealg
J[IEISEIAW JBOUED ujelg

e proaly |

swmp
FOU WUy
[y 2 q.:vuu

0 SWRpLYRopdey
BWOWIEd gEaISUeY
N ey saouey uny
g 23ey5 Jaue) uepe
JUILNMR Jaoued ueue
WETRAW 300 UNAN

Rum unsEnD

Powpe Jumy

RoRRTGcUsee funy

o3l

0 ALCYEWILUBY|

saouey padeydosacoasen

A 23ES J20uR) 2ulSES)

JOUT? USRS

31 99 B0 agny !

JUBUNDES BLUOMDIED X0
SWONDIEd 1)
QLS JEOUR) )
1| 32EqS saoued ey
ue 5Ty
| NOW3 5P E
MEBRIAW JSONT 15eg

FPER JOUT 1SR

INDICATIONS

Males

ISe use In

Indication wi

Fig. 4

© Sakun Publishing House (SPH): IJPLS

P = e erd Srvnag Q
NI Q35N 8VN TEIXVAMIVA '8 13XVLITOVd 10 NOLLYHANI 40 AININDIHA

Research Article

STIVW NI G3SN @YNTAVANOV B 1EXVLMIY 50 NOUYIANI 30 AININDIY4




4177-4194]

Jan., 2015

[Saharan et al., 6(1)

Research Article

:
<]
E
2
&
a
2
3

avel NAB

® Pacli

- v ~
SITWNIA NI

11

(2 B il 10 15 ¢

1

-

—

L B R s |

AAVS 40 IDNINN

ejuadoiAroquioay L
snsojewayiAue sndn) drusaysAs

FQISIFAII JOUIISOY

TTEWOHOYIOSIW [RAUOIIAY

ABPIOSIP |BIUOYISY
Ayiedosnau Asosuas piayduag
ujed jeaduiseydoi
sisAjoysAup
sojuwespAyodno
eiuadonnaN

Alxol0anaN

wsyduad Ayiedounany
ELIOUIDIED SULDOPUS0INaN
vonwopad wndss jeseN
awoupuds dpsedsAposApw
.n.n..bw_-_:n:—- Q] seIseiIselan
sapou yduwi) 03 saseyselapwy
Junj o3 saseiselawW

101 O} seselselON

a2Aa 03 saseIselaw

CTANOANOU JRIJUSD O] Saselselowy

JUog 0) saseIseIBW
CLWIBPOO Jenoey

euadoynan

uoieropad jeunsaiug

UO2aju) 8pNlsy |jeunsagu)
aseasip Sun| jenssaiug
maunpnue ajepdoaddeu)
eway3dsg

Ayiedojeydasuy

raoudsAg

e|deydsig

SSaUITIg

eaoyueq

FUIPI0 JRNIBW PI0ISAD
snsojewayiiue sndnj snoauein)
awospuis s Juiysnd

enysy |eyouoag
fuIouUnIRIoURpPY

UOIIeU) [EIPIE0 AL BINDY

=
D220 40 ADNINDINS

SERIOUS ADVERSE DRUG REACTIONS

Fig. 5: SADR distribution in Females

SADRS DISTRIBUTION IN MALES

® Paclitaxel

FIURdojA20quenny L

STI0ILWAYIAS SNAN| JuSAS

011434

Agredouneu Aosuss jrasydiung
uied jeaBulieyco
ssdjcgpiug
sowwespAycdo
ejuadosnan

AN O0uNSYy

[eSdiR0 Agiedomnay
BLIOU|2IE BULICEUBLNAN
woleIopad Wwnoas esenN
F0IpUAS J_,.x,n.,a\,‘.n_u_u‘.../
SR O} RIS
sapou yduwy 0] saseiseiay

Fun| 0 saseselaw

SERIOUS ADVERSE DRUG REACTIONS

Fig. 6: SADR distribution in Males

2UOULIOY Jdumpgue djeudoiddewy
auRAg

Aygedoeyceouy

eacudsig

edeydsig

sSssua0

sooyueIg

ELWBPA0 JEINIBW Projsh)
ss0eWRAAS sndn| snoaueIn)

uAs s Samgsn)

STTYWN NI ¥OVS 30 IINTHNDIO0 40 AONINDIHH

© Sakun Publishing House (SPH): IJPLS




Jan., 2015:4177-4194]

[Saharan et al., 6(1)

Research Article

4
Q
<
]
-
o
m
&
(=]
>
-4
<
w
o>

ewadolAroqueoinyy

snsoewayiAse sndn| onuagsAs

v b_na_!.?u_(bh uﬂ:b—dul
RO YI0SAW |EBUOIUS 4

1FPIOSIP (FaUOIUad
Ayaedoinau Alosuas jesaydisag
uvjed jeadulieydoin

s oy AL
soluwelpAycB2no
euadonnayn

Aypxojosnan

jesaydsad Ayjedoanan
BUWIOUINIR AULNDOpUSOINaN
uoneiopsad wnydas esey
Swoupuds apsejdsApoaAwy
SATUNIAW 0] SISEISRIAW
sapou ydwi| 03 saseiseiapy
dun) 0] saselselay

N O) SasEISelaWN

aAa 0} seseiselay

SNOAJBU |BIIUSD O] Saselselawy
Juog O} sseselon
ELUIDPRO JEINIBWN
e|uadoyna

ueneiosod [rugsaiu)
UOIIdjul BNIsYy |eusatuy
aseasp Jun| ennsiav)

“n@anpnue sendosddeu)

ewayiAg
Ayiedojeydsoug
waoudsAg

ejdeydsig

ssawzzIg

eaoyue

ELWBPA0 JEINJEW PIOISAD

snsojewayilaa sndnj snoauein)

awaoupuds € Suiysn
NSy (e1yduosyg
Tuwoupuedouapy

UORIE U [eIPIe20 AL ANy

SHAVS 40 IDNIWNID0 40 ADNINDINS

SERIOUS ADVERSE DRUG REACTIONS

f SADRs

10N O
ADR DISTRIBUTION IN FEMALES

Yearly distributi

Fig. 7

¥ PaciitaceI NAB

T Pacitaxe

SNS0IEWSYLAIR SHdn| JIWa1SAS
wavIwouaYd e

Pwomueil usfiody
Ayiedopeydaoud apqraanal JoURS0d
JutuBge B0 OI0W ROUCILd 4
JBPIOSIP |03

esaysaeiey

“RsagisaesApong U arjurdJewe ¢

uwd jpaBudsgdolp

Lot iyodino
eiadagneny
AlDoioInaN

|2y ouad Agiecoumnay

FLICWOM SULDOPUSQINaIN

afurdw 03 sosejsela

Lpou yduwi| oy saseIsesayy

duny 01 saseiselapy

JBA| O} SRSISEIY

A3 O} SSSeIsEIRN

uR1sAs sMaAsE 97 0] SISRISEIIN
00 0] SFERISEIAN

Aysedoproey

TLUAPAC JEINIENY

seasip duny jenasiaw|
FUOULOY IRMIPIWE 31elxdoaddew
(TN

Ayiedopeydiouy

eaoudshq

e(Beydsig

ssaung

B0

Jadde paseanag

SLWAPI0 seproew pIeysA)
snsopesualAR sndng snosueing
Jwoupulss Suysnd

BNySY (e

JApICHp vouEW sudg

PISEY

BLSOUIEIOUIPY

WOIRIRJUY JRIPIEIDALL AN

STTIVINIS NI HAY 40 INIHNDI0 40 AININDIYS

ADVERSE DRUG REACTIONS

Fig. 8: ADR distribution in Females

© Sakun Publishing House (SPH




Research Article [Saharan et al., 6(1): Jan., 2015:4177-4194]
: IJPLCP

ADR DISTRIBUTION IN MALES

® Paclitaxel ® Paclitaxel NAB

3

o - ~
" — n ~ " w

FREQUENCY OF OCCURENCE OF ADR IN MALES
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Fig. 9: ADR distribution in Males
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Fig. 10: SOC distribution in females
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