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Abstract

Aims and Background: Gynecologic oncology patients have been suffering from cancer and a set of
symptom cluster from treatment. To pass the suffering from the first cycle of chemotherapy is meant that
patients can pass all the left five cycles of them. Purposes of this study were to examine (1) symptom
occurrence and severity after chemotherapy day 1 to 14 and (2) the change of symptom cluster
occurrences in Thai gynecologic oncology patients receiving first cycle of carboplatin and paclitaxel at
day 1. 3,7, and 14.

Methods: This was descriptive study. One hundred and ten women were recruited from gynecologic
oncology department in a hospital affiliated university. The National Cancer Institute Symptom Severity
Diary and the Demographic, Disease, and Treatment Questionnaires were used to collect data. The
National Cancer Institute Symptom Severity Diary was recorded from the 1% day to 14" day after the first
cycle of chemotherapy. Factor analysis was used for analyzing data.

Results: Results reporting top five of the most symptom occurrences were fatigue, numbness, anorexia,
pain, and constipation. Top 5 most symptom severity were pain, numbness, fatigue, anorexia, and
alopecia. These symptoms changed from day 1-14 after receiving the first cycle of carboplatin and
paclitaxel. There were 2 clusters of symptom occurrence at day 1 after receiving chemotherapy which
were neuropathy side effects and gastrointestinal effects. At day 3, there were gastrointestinal effects
and sleep pattern change. At day 7, there were gastrointestinal effects, neuropathy side effects, and
sleep pattern change. Lastly, at day 14, there were gastrointestinal effects and neuropathy side effects.

Conclusions: Findings provided evidence-based data for side effects’ appropriate management within
the context of gynecologic oncology patients receiving the first cycle of carboplatin and paclitaxel.
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Introduction and Purposes

Carboplatin and paclitaxel have been widely
used to treat women with gynecological cancer. It is
a mainstay of treatment for women with ovarian
cancer, endometrial cancer, and recurrent cervical
cancer. Each woman receives 6 cycles of this che-
motherapy. Up to date from literature review, it has
evidenced that side effects are determined by the

t"? In general, side effects of

types of treatmen
carboplatin and paclitaxel were bone marrow sup-
pression, thrombocytopenia, anemia and bleeding.
Gastrointestinal tract, for example, involves oral
mucositis, nausea, vomiting, constipation, diarrhea,
fatigue, anorexia, and neuropathy side effects, for
example include numbness and muscle or joint pain.
These symptoms usually occur during 7-14 days and
they may affect the physical, psychosocial, and spiri-
tual aspects of those women receiving carboplatin
and paclitaxel. However, there is no study of patients’
perception of these symptom occurrences and se-
verity. Listening to patients’ report of their symptom
is the gold standard for symptom study.®® In addition,
knowing what symptoms will occur after receiving
each cycle of carboplatin and paclitaxel is necessary
for health care providers to manage these symptoms
day by day. As we have known if the patients can
easily pass the symptoms severity in the first cycle
of treatment, these women will continue receiving
another 5 cycles left of chemotherapy. Continuing
and complete treatment of chemotherapy will be
effective for cancer treatment. To know symptom
occurrence and severity is necessary for health care
providers to manage these symptoms each day
in women who receive the first cycle of carboplatin
and paclitaxel. However, a set of symptoms usually
occurs at the same time, and to examine the symp-

tom cluster at each day after chemotherapy is also

U

necessary. Thus, the purposes of this study were to
examine the symptom occurrence and severity in the
first cycle of carboplatin and paclitaxel from day 1 to
day 14 and the cluster of symptom occurrence in the
first cycle of carboplatin and paclitaxel in Day 1, 3, 7,

and 14.

Material and Methods
Design and setting:

This descriptive research was used to assess
side effect diary from day 1 to day 14. Participants
included 110 women with gynecologic oncology
recruited from university hospital. Data were collected
in women with gynecologic oncology received the
first cycle of carboplatin and paclitaxel provided by
gynecologic oncologists during January - December
2013. Approval to conduct the study, prior to data
collection, was granted by the Institutional Review
Board of Faculty of Medicine Ramathibodi Hospital,
Mahidol University.

Sample

Participants were 110 gynecologic cancer pa-
tients assessed for the first cycle of carboplatin and
paclitaxel in gynecologic oncology clinic in a univer-
sity hospital during January - December 2013. Sample
sizes were determined by proportion of symptom
occurring from previous studym, with 10% error, level
of alpha 0.05. Sample sizes were 97 with 10% attri-
tion rate. The total number of participants included
for this study was 110. Before data collection, the
investigator reviewed each potential subject’s chart,
to determine if the patient met the inclusion criteria,
while the patient was being examined by her physi-
cian in gynecologic oncology clinic. The inclusion
criteria were women who were 20 years of age or

older, diagnosed with gynecologic oncology patients,
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receiving the first cycle of carboplatin and paclitaxel
provided by gynecologic oncologists; determined to
have European Cooperative Oncology Group (ECOG)
scores? less than or equal to two (ambulatory, ca-
pable of all self-care, unable to carry out work activi-
ties, up and about more than 50% of waking hours),
able to speak Thai and willing to participate. The
investigator informed the purposes of the study to
those women who met the criteria. It included the
confidentiality and anonymity of their data and they

could withdraw from the study at any time.

Instruments:

Data were collected from two self-report in-
struments. They were the Demographic, Disease and
Treatment questionnaire, and the Symptom Severity
Diary.

The Demographic, Disease and Treatment
questionnaire was developed by investigators by
obtaining those data from literature review. It included
the information about age, education level, marital
status, occupation, income, diagnoses, cancer sta-
ging, pathology, and ECOG Status.

The Symptom Severity Diary is a two-scaled
symptom assessment instrument that measures one’s
occurrence and severity associated with 13 symp-
toms. In addition, open-ended questions are provided
for symptoms not listed. In this study, the research-
ers reviewed the literature and included 13 symp-
toms found in cancer patients receiving carboplatin
and paclitaxel. Participants determined the symp-
tom occurrence by assessing the symptom. If it
occurrs respond “yes” or “no” in case of symptom
not occurring. Then participants were asked to assess
the level of symptom severity by responding on a

4-point Likert-like scale, ranging from “0 = slight to
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4 = very severe”. Symptom occurrence and severity
were calculated by summing and averaging the scores
of each scale. Reliability of symptom severity was
determined among 20 subjects during treatment, via

three days of test-retest, and found to be 0.70.

Results

Descriptive characteristic data of gynecologic
oncology patients receiving the first cycle of paclitaxel
and carboplatin are shown in Table 1. Participants
reported that the top 5 most symptom occurrences
were fatigue, numbness, anorexia, pain, and consti-
pation. Top 5 most symptom severity were pain, numb-
ness, fatigue, anorexia, and alopecia. These symptom
occurrences and severity were changed from day
1-14 after receiving the first cycle of carboplatin and
paclitaxel. Majority of symptom occurrences were
slightly increased from day 1 to peak during day 3-5
and then slightly decreased after day 7. Only 3 symp-
toms (numbness, pain, and alopecia) were frequently
occurred until day 14 (Table 2). The majority of symp-
tom severity was slightly increased from day1 to peak
during day 3-5 and then slightly decreased after
day 7. Four symptoms (numbness, alopecia, difficulty
sleeping, and pain) were highly severe until day
14 (Table 3).

Results also found two symptom clusters at day
1 after chemotherapy: neuropathy side effects and
gastrointestinal effects. Two symptom clusters after
chemotherapy at day 3 were gastrointestinal effects
and sleep pattern change. Three symptom clusters
after chemotherapy at day 7 were gastrointestinal ef-
fects, neuropathy side effects, and sleep pattern
change. Finally, two symptom clusters after chemo-
therapy at day 14 were gastrointestinal effects and

neuropathy side effects (Table 4).
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Table 1 Descriptive characteristic data of gynecologic oncology patients receiving the first cycle of paclitaxel and

carboplatin (N=110)

Personal data n % Personal data n %
Age (year) Income (baht)
<30 2 1.80 < 5,000 7 6.36
31-45 18 16.40 5,001-10,000 17 15.46
46-60 51 46.50 10,001-15,000 22 20.00
> 60 39 35.30 15,001-20,000 24 21.82
Marital status > 20,000 40 36.36
Single 21 19.10 Diagnosis
Married 67 60.90 Ovarian cancer 43 39.10
Widow, separate 22 20.00 Endometrial cancer 35 31.80
Education Cervical cancer 23 20.90
Primary school 42 38.20 Recurrent cancer 9 8.20
Secondary school 13 11.80 Stage of cancer
Diploma 6 5.45 Stage | 31 28.20
Bachelor degree 32 29.10 Stage I 19 17.30
Master degree 14 12.70 Stage IlI 45 40.90
No formal education 3 2.75 Stage IV 15 13.60
Occupation Pathology
Government 32 29.10 Serous tumor 29 26.40
Employee 10 9.10 Mucinous tumor 6 5.40
Merchant 8 7.26 Endometrioid tumor 19 17.30
Agriculture 5 4.54 Clear cell 18 16.40
Housewife 32 29.10 Others 38 34.50
Others 23 20.90 ECOG score
ECOG =0 44 40.00
ECOG = 1 64 58.20
ECOG =2 2 1.80

ECOG, the Eastern Cooperative Oncology Group
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Table 2 Number and percentage of symptom occurrences in the first cycle of paclitaxel and carboplatin in gynecologic

oncology patients from day 1 - day 14 (N=110)

Symptoms Day after the 1% cycle of paclitaxel and carboplatin
1 2 3 4 5 6 7 8 9 10 11 12 13 14
Nausea (N) 9 38 54 55 54 46 38 32 28 22 17 12 12 11
% 82 345 491 500 491 418 345 291 255 200 155 109 109 100
Vomiting (N) 2 9 19 29 29 23 17 13 11 9 5 6 4 4
% 18 82 173 264 264 209 155 118 100 82 45 55 3.6 3.6
Aphthous (N) 2 5 9 8 12 12 10 10 8 6 7 9 12 14
% 1.8 45 82 73 109 109 901 91 73 55 64 82 109 127
Constipation (N) 31 59 60 62 57 57 46 42 45 43 42 41 37 32
% 282 536 545 564 518 518 418 382 409 391 382 373 336 291
Diarrhea (N) 4 5 15 17 23 20 21 15 14 14 15 9 9 10
% 3.6 45 136 155 209 182 191 136 127 127 136 82 8.2 9.1

Difficulty sleeping (N) 38 50 62 68 64 62 61 58 59 5% 53 48 47 46

% 345 454 564 618 582 564 555 527 536 509 482 436 427 4138
Pain (N) 33 56 88 97 94 92 84 81 71 69 63 64 63 60
% 300 509 800 882 85 836 764 736 645 627 573 582 573 545
Numbness (N) 22 36 57 70 81 82 83 86 86 81 83 80 78 80
% 200 327 518 636 736 745 755 782 782 736 755 727 709 727
Rash (N) 10 10 14 17 17 16 23 26 24 27 27 20 20 14
% 9.1 91 127 155 155 145 209 236 218 245 245 182 182 127
Fatigue (N) 34 71 86 94 91 85 79 7 73 71 65 63 58 54
% 309 645 782 85 827 773 718 700 664 645 591 573 527 491
Alopecia (N) 6 7 14 18 24 28 32 42 54 63 70 79 93 99
% 54 64 127 164 218 255 291 382 491 673 636 718 845 900
Fever (N) 1 2 2 4 5 3 6 4 6 4 6 7 7 2
% 09 18 18 3.6 45 27 545 36 55 36 55 6.4 6.4 18
Anorexia (N) 21 41 72 82 84 75 67 65 58 45 40 39 38 35

% 191 373 655 745 764 682 609 591 527 409 364 355 345 318
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Table 3 Mean and standard deviation of symptom severity in the first cycle of paclitaxel and carboplatin in

gynecologic oncology patients from the day 1 - day 14 (N=110)

Symptoms Day after the 1* cycle of paclitaxel and carboplatin
1 2 3 4 5 6 7 8 9 10 11 12 13 14
Nausea (m) 010 043 0670 075 072 0570 046 038 034 027 020 013 013 O0OM
SD 036 064 0.78 085 084 076 071 066 064 059 050 039 039 034
Vomiting (m) 002 009 025 041 036 030 021 015 013 012 005 007 005 005
sD 013 032 061 077 067 066 054 047 043 044 026 032 030 025
Aphthous (m) 002 005 008 008 013 013 012 013 011 008 008 011 015 0.16
SD 013 021 027 031 039 039 040 045 044 039 036 041 047 048
Constipation (m) 038 083 083 098 093 084 065 057 060 052 051 054 053 042
SD 066 085 084 099 1.04 093 089 08 079 071 o071 081 08 0.75
Diarrhea (m) 005 005 019 018 025 022 025 016 016 016 016 009 008 0.1
SD 025 026 053 045 053 049 054 044 046 042 044 032 027 039

Difficulty sleeping (m) 045 058. 082 091 08 08 076 070 062 061 060 054 053 052

SD 071 075 088 09 09 08 08 08 065 069 072 070 070 070
Pain (m) 042 080 139 174 151 145 126. 109 089 084 077 075 074 069
SD 078 10 105 111 103 104 098 089 083 08 08 079 079 077
Numbness (m) 025 046 072 098 110 116 115 114 112 106 1.06 102 1.00 1.02
SD 054 079 086 099 091 098 092 084 08 084 080 083 086 085
Rash (m) 009 011 014 017 018 016 023 026 027 029 030 024 023 017
SD 029 037 037 042 045 042 046 050 057 055 058 056 054 050
Fatigue (m) 037 080 1.12 149 139 12565 115 103 095 089 084 079 072 069
SD 065 076 082 102 1.01 101 102 094 092 090 090 087 082 085
Alopecia (m) 006 007 015 017 023 027 032 044 055 064 071 08 105 115
SD 028 029 040 040 044 049 052 060 060 060 060 062 060 058
Fever (m) 001 002 002 004 005 003 005 004 005 004 005 006 006 002
SD 009 013 013 019 o021 016 023 019 023 019 023 024 024 013
Anorexia (m) 021 045 080 106 109 095 081 074 065 051 044 041 042 037
SD 045 063 067 077 077 078 075 071 070 069 064 059 063 059

m, mean; SD standard deviation



\\.JQG

Ramathibodi Medical Journal

Table 4 Symptom cluster occurrence in the first cycle of paclitaxel and carboplatin in gynecologic oncology

patients at day 1, day 3, day 7, and day 14 (N=110)

Symptom cluster occurrence Day 1

Day 3

Day 7 Day 14

Set of symptom cluster Cluster 1

occurrence at each day neuropathy side effects
Cluster 2

gastrointestinal effects

Cluster 2
gastrointestinal effects
Cluster 3

sleep pattern change

Cluster 2 Cluster 2

gastrointestinal effects gastrointestinal effects
Cluster 1 Cluster 1
neuropathy side effects  neuropathy side effects
Cluster 3

sleep pattern change

Discussion

This is a preliminary study to describe symp-
tom occurrence, severity, and clusters in gynecologic
patients receiving carboplatin and paclitaxel. Results
presented top five most symptom occurrences which
were fatigue, numbness, anorexia, pain, and consti-
pation, while top 5 most symptom severity were pain,
numbness, fatigue, anorexia, and alopecia. The symp-
toms occurred resulting from carboplatin and pacli-
taxel adverse effects”, because there were evidence
supports underlying metabolic, cytokine, neurophy-
siologic, and endocrine changes associated with che-
motherapy. The results also revealed that symptoms
were changed from day 1-14 after receiving the first
cycle of carboplatin and paclitaxel. The results
demonstrated that even women experienced the num-
ber of symptoms, and it did not mean that they had
the severity of those symptoms. Health care provi-
ders must know what symptom is meant by these
women with gynecological cancer. In addition, these
symptoms were changed at each day after chemo-
therapy. Some findings of symptoms were congruent

19 put it was not congruent

with previous studies'
with the study of the adverse effects of paclitaxel

and carboplatin chemotherapy in epithelial gyneco-

logic cancer."” This might occur from the different
instruments used and the person who assessed the
symptoms. It is common that health care providers
assess different symptom severity level. There are
evidences that patients themselves reported higher
symptoms’ severity than the assessment from health

care providers.”’

Health care providers should be
concerned with what symptom severity reported by
patients to be intervened. On the other hand, the
majority of symptom occurrences were slightly in-
creased from day 1 to peak during day 3-5 and then
slightly decreased after day 7. Only 3 symptoms,
numbness, pain, and alopecia, were highly frequent
until day 14. Symptoms severity also changed at each
day after chemotherapy. The majority of symptom
severity were slightly increased from day 1 to peak
during day 3-5 and then slightly decreased after
day 7. Four symptoms, numbness, alopecia, difficulty
sleeping, and pain, were highly severe until day 14.
It can be explained that these symptoms were side
effects of carboplatin and paclitaxel and health
care providers need to be concerned and help the
patients manage these symptoms that usually occur
and have high severity. This study results provide the

appropriate data for symptom severity intervening in



Vol. 39 No. 2 April-June 2016

the context of gynecologic cancer patients receiving
the first course of carboplatin and paclitaxel.

There were 2 clusters of symptom occurrence
at day 1 after receiving chemotherapy which were
neuropathy side effects and gastrointestinal effects.
At day 3, there were gastrointestinal effects and
sleep pattern change. At day 7, there were gastrointes-
tinal effects, neuropathy side effects; and sleep pat-
tern change. Lastly, at day 14, there were gastrointes-
tinal effects and neuropathy side effects. Findings
revealed the different numbers of symptom cluster
at each day along two weeks after chemotherapy.
This part of results was partly similar to previous

studies."®"

' It can be noticed that number of symp-
tom clusters occurrence were increased during day
3 and day 7. Thus, health care providers should
focus to reduce these symptom clusters occurring
during day 3 to day 7. In addition, they have to
manage not only gastrointestinal effects and sleep
pattern change but also neuropathy side effects which
usually occurred since the beginning of treatment
until after treatment. It may be noted that health care
providers have to manage both early and long term
side effects from carboplatin and paclitaxel. They have
to tailor which program is appropriate for each side
effect along the cancer treatment with carboplatin
and paclitaxel. If health care providers knew the on-
set, duration, and severity of symptom, including the
symptom cluster following the illness trajectory," this
will direct the appropriate management in reducing
the severity of the whole symptom cluster. Symptom
cluster management is better than single symptom
management, because it can relief the whole seve-
rity. Professional nurses need to focus and be con-
cerned about it. This will help patients to receive

chemotherapy as scheduled and increase the effec-

&

tiveness of treatment in chemotherapy.

Strength and Limitations

This research has strength that the symptom
occurrences and severity were measured only in gyne-
cologic oncology patients receiving carboplatin and
paclitaxel. In addition, all symptoms were measured
at the same day after chemotherapy and all data
were obtained by self-report. It can be assumed to
be truthful. The findings also provided an evidenced
data for side effects’ management appropriate within
context of gynecologic oncology patients receiving
the first cycle of carboplatin and paclitaxel which can

improve the quality of nursing care.

Conclusions and Recommendations

The research results provide the pattern of
symptoms’ occurrences and severity in gynecologi-
cal cancer patients receiving carboplatin and pacli-
taxel. To know these symptoms’ patterns and cluster
occurrence at each day of chemotherapy treatment
is helpful in guiding health care providers to provide
effective symptom management during day 1 to day
14 after receiving carboplatin and paclitaxel. This will
help women with gynecological cancer patients
continue and tolerate the whole treatment which
can increase the effectiveness of their cancer treat-

ment.
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