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Letter to the editor
Dear Editor,

I appreciate the article, E!ectiveness of an 
intervention (e"eurage and petrissage) on 
the severity of chemotherapy-induced pe-
ripheral neuropathy (CIPN) among pa-
tients: A randomized control pilot trial, 
published in the “Canadian Oncology 
Nursing Journal (202#, Jul 1;%#(%):#0#–
#11)” for raising an important issue by 
highlighting the importance of e&eu-
rage and petrissage in reducing the se-
verity of CIPN among cancer patients 
receiving platinum-based chemother-
apy. However, I have a few concerns 
about the methodology and ethics as 
mentioned in the article.

In the methodology section, the au-
thors mentioned that “Thirty-six study 
participants were allocated to the in-
tervention group and %# were allocated 
to the conventional care group”. Even 
though this is a randomized control pi-
lot trial, how were these 60 patients re-
cruited in the study? How was the 
sample of 60 calculated? Pilot random-
ized control trials assess feasibility and 
hence the sample size must re(ect the 
potential to determine if a trial’s pro-
cesses and methods are sound. A few 
studies have suggested research partici-
pants in a pilot RCT to be in between 12 
and )0  (Sim and Lewis, 2012; Browne, 
199)) and one study suggests that the 
sample needs to be 0.0% times with re-
spect to the de+nitive Randomized 
Control Trial (Stallard, 2012).There is 
no consensus on the best method to 
use but, while it is not necessary for pi-
lot RCTs to have formal sample size cal-
culations, it is necessary for sample size 
justi+cation to be given (Whitehead 
et,al., 201#). Authors have not given any 
justi+cation of the sample size of 60 re-
search participants in this Pilot RCT.

Blinding is a pivotal methodologi-
cal step to prevent bias in RCTs. In this 
research study, the investigator admin-
istered e&eurage and petrissage on a 
daily basis for one month to the inter-
vention group patients and then col-
lected post-assessment of CIPN data 
through one-to-one communication 

using the FACT/GOG-Ntx subscale, 
+ve times. In an unblinded study, the 
research participants may respond bet-
ter if they know that they have received 
a new innovative treatment and the in-
vestigator may “want” or “desire” a par-
ticular intervention or treatment to 
perform better, hence leading to bias 
(Boutron et,al.,200-).The massage ther-
apy researchers are often unable to 
blind research participants as there is 
an absence of placebo control in this 
RCT (Baskwill, 201-). In blinding, the 
research participants are unaware 
whether they are in the experimental 
group or the control group (Portney& 
Watkins, 2009).

Massage therapy researchers are 
also unable to blind massage thera-
pists and the only people that can be 
blinded are the outcome assessors or 
data collectors (Baskwill, 201-). If the 
investigator knows the patients who re-
ceived the intervention his /her expec-
tations could unconsciously in(uence 
the study measurements or results and 
hence blinding of outcome assessors is 
vital. In this study, it would have been 
better if the investigator employed out-
come assessors to collect the post-as-
sessment CIPN data and had them 
blinded to the group in which the par-
ticipants belonged. This would have 
been an important step to mitigate the 
detection bias. Additionally, to address 
lack of blinding, it would have been 
better had the investigators relied on 
objective outcomes like nerve conduc-
tion studies to measure CIPN, rather 
than patient reported symptoms/pain 
scale.

In the methodology, authors men-
tioned “Patients having ulcers on 
hands and feet, amputation of any ex-
tremity, experiencing paralysis, or hav-
ing diabetic neuropathy or rheumatoid 
arthritis were excluded from the study.” 
Inclusion criteria were not mentioned. 
CIPN patients are generally prescribed 
duloxetine, pregabalin and even opi-
oid analgesics as a part of their treat-
ment plan. Out of the 60 patients, how 

many were consuming these medica-
tions? While the authors gave the in-
tervention to the experimental group, 
how was the pharmacology part man-
aged? This could interfere with the in-
tervention given by the investigator. 
Were the patients consuming these 
medicines? Or were they on a stable 
dose of medications for CIPN symp-
tom management while the investiga-
tor gave them the intervention? Stable 
dose is de+ned as a dosage where there 
is no change in drug class and where 
there is increase or decrease that is 
less than or equal to 20% of the total 
dosage. In the limitation section, this 
pharmacology part is not mentioned. 
Were the patients with deep venous 
thrombosis (DVT), lymphedema (in-
volving the treatment +eld), bone me-
tastasis, patients with platelet count 
less than )0,000 or absolute neutrophil 
count < )00 also included in the study? 
This is not mentioned.

Authors have mentioned that “A 
planned intervention of e&eurage and 
petrissage was given daily for 1 month 
to the intervention group patients”. This 
means, overall, a total of %0 treatments 
were given to a single patient in the ex-
perimental group for 1 month.,Authors 
have mentioned that informed consent 
was taken from all the patients. 

In Table 1, it is mentioned the ma-
jority of cancer patients had monthly 
family income between Rs 10001–
20000 (which is meagre), were from 
rural areas, had middle level educa-
tion, and were housewives followed 
by cancer patients who undertook la-
bour work for survival. Was any mon-
etary or non-monetary compensation 
paid to them in terms of transporta-
tion costs, parking costs, food costs, 
or labour costs for 1 month? Did the 
informed consent mention the com-
pensatory part? This is to ensure the 
research participants that participa-
tion in this Pilot RCT is not a +nan-
cial burden.  If not, then what other 
mechanism was followed to compen-
sate the transportation costs, park-
ing costs, food costs, labour costs, etc., 
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ES for 1 month for all these poor patients 
coming from rural areas with mini-
mal educational quali+cation and un-
dertaking labour work. The principle 
of social bene+cence entitles all inves-
tigators to fairly pay all the research 
subjects (Rozynska, 2022). Research 
participants need to be paid monetary 
payment irrespective of the type of re-
search (whether interventional or not) 

and sponsorship of a pharmaceutical 
company. Authors need to mention 
and describe the +nancial compen-
sation being paid to research partici-
pants in the “methodology section “of 
the research study. It is noteworthy to 
mention that “disclosure” is a corner-
stone of ethics. It ensures transpar-
ency and allows the readers to eval-
uate the research study’s design and 

methodology along with evaluating the 
ethical issues of the study and chances 
of replicability. 

Regards,

Ms. Radha Saini, Consultant, World 
Health Organization (WHO) Guinea 
Bissau, West Africa

PHD Scholar, University of Rome Tor 
Vegata, Rome, Italy
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Response to letter to the editor 
Dear Editor,

I am writing in response to the Letter 
to the Editor you received regarding 
my article published in the July 202# is-
sue of the Canadian Oncology Nursing 
Journal on a pilot study for an interven-
tion to reduce CIPN. In her Letter to 
the Editor, the author Saini raised sev-
eral concerns based on her reading of 
the article. I o2er these comments in 
response as I acknowledge the impor-
tance of the points raised in the Letter 
to the Editor. 

We had calculated the sample size 
for main study as being 200. In consul-
tation, and with the consensus, of my 
Guide and co-guide, together with data 
acquired in a previous research study, 
the )0-participant sample was consid-
ered appropriate for this pilot trial.,

The present study was a pilot study 
and as such was designed as unblinded. 

The future main study will be orga-
nized as a single-blinded study.  

Inclusion criteria were cancer pa-
tients receiving cycle %/ cycle # of,plat-
inum-based chemotherapy. We had 
written about who was included in this 
manner in the article: “Research data 
has shown that by the end of the +rst 
three cycles of chemotherapy, neurop-
athy can be experienced by up to -)% 
of cancer patients (Sharma, Mehrotra, 
Gray, et, al., 2019). Based on this evi-
dence, in this current study, cancer pa-
tients receiving either cycle % or cycle # 
of platinum-based chemotherapy, who 
were available at the time of data collec-
tion at Sri Guru Ram Das Rotary Cancer 
Hospital, Sri Amritsar, were approached 
for the study.”

The patients were able to obtain +-
nancial assistance. Sri Guru Ram 
Das Rotary Cancer Hospital provides 

cashless cancer services to BPL patients 
under the MMPCRK scheme.,

Thank you for pointing out these 
points to be clari+ed in writing future 
articles. I trust they will be helpful to 
other authors. 

Regards, 

Rupinder Kaur, Associate Professor, 
PhD Scholar, Department of Nursing, 
Sri Guru Ram Das University of Health 
Sciences Vallah, Amritsar, India

Reena Jairus, Professor, Ph.D, 
FAIMER, Department of Nursing, 
Christian Medical College and Hospital, 
Ludhiana, India

Meena Sudan, Head of Department, 
Department of Radiotherapy, Sri Guru 
Ram Das Rotary Cancer Hospital 
Vallah, Amritsar, India


