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Comparative Evaluation of Functional and
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Tendon in Patients being Operated for
Sqguamous Cell Carcinoma of Buccal
Mucosa and Lip: A Research Protocol
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ABSTRACT

Introduction: Previously conducted studies have demonstrated
the effectiveness of the Radial Forearm Flap (RFF) in reconstructing
lip and buccal mucosa deformities, both with and without the
Palmaris Longus Tendon. The optimal therapy following large
oncologic resections involves microvascular free flaps. The tissue
produced by the Radial Forearm Free Flap (RFFF) is thin, malleable
and well-vascularised, ensuring less morbidity at the donor
site since it is harvested based on the radial artery. Successful
vascularisation is facilitated by microvascular anastomosis. With
a high success rate, RFFF provides good functional and cosmetic
results for a range of intraoral reconstructions.

Need of the study: This study aims to evaluate the functional
and aesthetic results of reconstructing the lip and buccal
mucosa in cases of Squamous Cell Carcinoma (SCC). The
long-term preservation of vertical lip height and lip support is
achieved by the Palmaris Longus Tendon, which functions as a
sling over which the flap is elevated.

Aim: To compare and evaluate functional and aesthetic outcomes
in the reconstruction of the commissure of the mouth using

INTRODUCTION

Oral cancer, a neoplastic condition of the oral cavity, ranks eighth
globally, with over 300,000 cases per year. lts high mortality and
aesthetic impacts underscore its significance as a public health
concern [1]. The incidence and mortality rates of Oral Cancer (OC)
vary globally, with developing countries, particularly India and other
parts of South and Southeast Asia, experiencing higher rates, as
well as France, Slovenia, Slovakia and Hungary [2]. These variations
in incidence and mortality between high- and low-income nations,
along with the higher death rate associated with OC in cultures
with low development and significant societal inequities, suggest
that societal factors, such as culture and lifestyle, play a role in its
carcinogenesis [3].

The prevalence of OC is particularly high in Southeast Asia due to
the traditional practice of chewing tobacco, especially betel quid [4].
OSCC, which is categorised into three grades ranging from well-
differentiated (Grade |) to poorly-differentiated (Grade ll), accounts
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RFFF, with and without the Palmaris Longus tendon, in patients
undergoing surgery for SCC of the buccal mucosa and lip.

Materials and Methods: This parallel group randomised trial will
be conducted at the Department of Oral and Maxillofacial Surgery,
Siddharth Gupta Memorial Cancer Hospital, Datta Meghe Institute
of Higher Education and Research, Sawangi, Wardha, Maharashtra,
India from August 2024 to September 2025. The procedure will
be performed on patients who have histopathologically confirmed
Oral Squamous Cell Carcinoma (OSCC). Detailed case histories,
clinical examinations, past medical and dental histories, general
personal information and biopsy procedures will be conducted.
Patients with biopsy-proven SCC will then undergo radiographic
examinations (CT scans) to determine the extent of the lesion
and lymph node metastasis. Patients with biopsy confirmation
who meet the inclusion criteria will be included in the study after
obtaining detailed informed consent. The study will consist of two
groups of eight patients each: one group will receive RFFF with the
Palmaris Longus tendon and the other will receive RFFF without the
Palmaris Longus tendon. Functional outcomes such as drooling,
swallowing and speech, along with aesthetic outcomes including
smile, lip competence and commissural ends, will be assessed.

Keywords: Drooling, Lip competence, Speech, Swallowing

for about 90-95% of OC cases [1]. The most common treatment
modality for preserving the shape and functionality of the head and
neck region remains curative resection and reconstruction. Despite
recent advancements in treatment techniques, the prognosis for
OSCC remains poor due to metastasis and local aggressiveness,
with recurrence occurring in approximately 30% of patients [1].
OSCC is the most prevalent cancer among men and the third
most common cancer overall in India, also ranking third among the
various types of cancer that cause death in the nation [5].

One of the major health issues in India and the countries of the
Indian subcontinent is oral cancer. The primary cause of oral cancer
is tobacco use. In these countries, tobacco is consumed in various
forms, such as betel quid, tobacco with lime, bidi and hookah. Oral
cancer also has a few minor etiological factors, including the human
papillomavirus, nutritional deficiencies and poor oral hygiene [6].

In North America and Western Europe, SCC of the buccal mucosa
accounts for only 10% of all oral cavity carcinomas [7]. However,
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due to the habit of chewing pan, a mixture of tobacco, nut and lime,
buccal SCC is one of the most prevalent cancers in a geographic
strip spanning from Central to Southeast Asia [8].

Advanced malignant oral cavity tumours are difficult to treat because
they place significant demands on the treating physician’s oncology
and functional skills [9]. Compared to the upper lip (2% to 12%)
or the commissure (1% to 15%), the lower lip is significantly more
affected (80% to 95%). Most SCC of the lower lip originates at the
vermilion border [10]. The higher prevalence of SCC of the lip in
India compared to other countries is likely caused by the country’s
heavy tobacco use, as well as the chewing of pan, gutkha, or betel
nut [11].

The optimal course of treatment for SCC of the lip is the surgical
excision of the tumor, followed by reconstruction of the defect; in
this series, all patients underwent this surgical intervention [12]. The
main goal of the procedure is to remove the tumor completely, which
entails excising the skin, muscle and underlying mucosa in their
entirety to ensure a safe surgical margin [13]. While various treatment
options, such as radiotherapy and chemotherapy, are available, the
majority of SCC cases are typically treated surgically to completely
remove the tumor and allow for subsequent reconstruction [14].

The RFFF was first introduced as a reconstructive option in 1978
and has since become extremely popular. This flap is considered a
reconstructive workhorse due to its dependable anatomy, malleable
tissue and relative simplicity of harvesting [15]. Good functional and
aesthetic results have been observed in the reconstruction of whole
lower lip and chin defects using the composite radial forearm-
Palmaris Longus Tendon free flap [16].

The aim of this study is to compare and evaluate the functional and
aesthetic results of reconstructing the commissure of the mouth
using a RFFF in patients undergoing surgery for SCC of the lip and
buccal mucosa, with and without the Palmaris Longus Tendon.

The primary objective is to evaluate functional outcomes in the
reconstruction of the commissure of the mouth using RFFF, both with
and without the Palmaris Longus Tendon, in patients undergoing
surgery for SCC of the buccal mucosa and lip. The secondary
objective is to compare and evaluate aesthetic outcomes in the
reconstruction of the commissure of the mouth using RFFF, both
with and without the Palmaris Longus Tendon, in these patients.

Null hypothesis: The RFFF with the Palmaris Longus Tendon will
have similar functional and aesthetic outcomes compared to the
RFFF without the Palmaris Longus Tendon.

Alternate hypothesis: The RFFF with the Palmaris Longus Tendon
may have superior functional and aesthetic outcomes.

REVIEW OF LITERATURE

Carroll CMA et al., examined the use of a composite radial forearm-
Palmaris Longus tendon-free flap for the functional and cosmetic
repair of complete lip and chin deformities. Their goal was to present
the method used and the experience gathered from restoring
complete lip and chin deformities in ten consecutive patients who
underwent surgery between 1992 and 1998. The technique utilised
the Palmaris Longus tendon as a sling to help sustain lip support
and vertical lip height over time. This was attributed to the transfer of
facial muscular activity to the neolip and the maintenance of vertical
lip height and support. According to the findings, every patient
reported satisfaction with the outcome of their final reconstructive
results. Additionally, the study indicated that oral competency was
successfully achieved [16].

Ettl T et al., suggested that for intraoral mucosal restorations, the
RFF has become the preferred option, providing thin skin with a safe
blood supply. Perforator flaps, such as the Anterolateral Thigh (ALT)
flap, have recently gained more attention for comparable uses. A
folded RFF reconstruction was used to reconstruct the lip and/or
nose of 12 patients with moderate to extensive abnormalities. The
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patients’ histories, the specifics of their treatment and the results
were examined from both an oncological and functional standpoint.
All flaps survived without revision during the mean follow-up periods
of 21.1 and 31.2 months, respectively, for the oncologic and
functional aspects. The study included examples where the RFF
and in some cases, the Palmaris Longus tendon, were used to
restore significant lip deformities [17].

Moratin J et al., suggested that the best method for repairing the
defects resulting from substantial oncologic resections involves
using microvascular free flaps, which have proven to be both
extremely effective and very safe [9]. The RFFF is an excellent option
because it provides thin, malleable, well-vascularised soft tissue. A
broad local excision was performed on a middle-aged male patient
diagnosed with verrucous cancer of the left buccal mucosa. The
RFFF was then used for reconstruction. Microvascular anastomosis
was performed on the flap, which was pedicled on the radial artery
and connected to the cephalic vein and the venae commitans. This
procedure required careful execution under a surgical microscope
to connect the radial artery with the facial artery and one branch of
the venae commitans with the common facial vein [18,19].

MATERIALS AND METHODS

The study will be a parallel-group randomised trial. It will be conducted
from August 2024 to September 2025. This clinical study will take
place in the Department of Oral and Maxillofacial Surgery at Siddharth
Gupta Memorial Cancer Hospital, Datta Meghe Institute of Higher
Education and Research, Sawangi, Wardha, Maharashtra, India. The
research will be carried out under the auspices of the Datta Meghe
Institute of Higher Education and Research, Sawangi, Wardha.

Institutional Ethics Committee (IEC) approval from Datta Meghe
Institute of Higher Education and Research (DMIHER) (DU) has been
obtained, and the process will begin after explaining the detailed
treatment protocol to the patients. (IEC Ref. No.: DMIHER(DU)/
ICE/2024/229) Clinical Trials Registry-India (CTRI) Trial Registration
No.: CTRI/2024/07/070222.

A total of 30 patients will be assessed for biopsy-proven cases of
SCC, with 12 patients meeting the criteria for the study.

Sample size calculation: A minimum sample size is required for
piloting the study, as no other studies have been found for power
analysis. We will consider 16 samples, eight per group, for the
comparative evaluation of the results between the groups [20].

Formula for determining sample size:
s=x°NP(1-P)+d?(N-1)+x*P(1-P)
s=required sample size

y?=the table value of Chi-square for one degree of freedom at the
desired confidence level (3.841)

N=the population size

P=the population proportion (assumed to be 0.50 since this would
provide the maximum sample size)

d=the degree of accuracy expressed as a proportion (0.05)
N=Total patients in two and a half years=12 [21]

Sample Size n=3.84 * 12*0.50*0.50/(0.052* 15)+(3.84*0.5*0.5)
=11.66

=12 patients needed in the study.

(6 in each group) [Table/Fig-1].

Study reference: Number of patients in the last two and a half
years in the Oral Surgery Department.

Formula reference: Krejcie and Morgan (1970) [22].

After diagnosis, patients will be divided into two groups by
computer-generated randomisation and then alternatively selected
for reconstruction with RFFF with and without the Palmaris longus
tendon, respectively.
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Assessed for eligibility
(n=16)

Randomised
(n=16)

[ (e

location
Allocated to intervention (n=08) L

|

Allocated to intervention (n=08)

+ Reconstruction with Radial Forearm
Free Flap (RFFF) with palmaris
longus (n=08)

+ Reconstruction with Radial Forearm
Free Flap (RFFF)without palmaris
longus (n=08)

Follow-Up l

| Follow-up (n=8)

Analysis

| Analysed (n=8) | ‘ Analysed (n=8) ‘

[Table/Fig-1]: Consolidated Standards of Reporting Trials (CONSORT) flowchart.

Inclusion criteria:

| Follow-up (n=8)

e Biopsy-proven case of SCC of the buccal mucosa and lip;

e Al patients with carcinoma of the commissure of the mouth;

e Al patients with carcinoma of the buccal mucosa and lip;

e All patients who have shown a positive test on Doppler

ultrasonography (Allen test), as a pre-requisite for RFFF with or
without the Palmaris longus tendon [22].

Exclusion criteria:

e Any carcinoma (verrucous carcinoma, basal cell carcinoma,
etc.,) other than SCC;

e Patients who have undergone surgery, or chemotherapy;
e  Patients who have undergone radiotherapy;

e  Patients who are lost to follow-up;

e Patients who are not fit for surgery;

e  All patients not willing to undergo RFFF.

Study Procedure

The procedure will be conducted at Siddharth Gupta Memorial Cancer
Hospital (SGMCH), DMIHER, Sawangi, Wardha, Maharashtra, India
for patients presenting with non healing ulcers of the buccal mucosa
and lip:

1. Patient evaluation: Patients reporting to the Department of Oral
and Maxillofacial Surgery will undergo a thorough examination.

2. Case history: A detailed medical, dental and personal history
will be documented.

3. Clinical examination: A comprehensive assessment of the
oral cavity, focusing on the non healing ulcer sites, will be
conducted.

4. Biopsy: A biopsy will be performed for histopathological
examination to confirm the presence of SCC.

5. Radiographic examination: Patients with confirmed SCC wiill
undergo a Computed Tomography (CT) scan to assess the
extent of the lesion and to detect any lymph node metastasis.

6. Al patients who have shown a positive test on the Allen test, as a
prerequisite for RFFF with or without the Palmaris Longus tendon,
will undergo the procedure for assessment and surgery [22].

This protocol ensures accurate diagnosis and appropriate management
for patients presenting with suspected oral cancer at SGMCH. After
diagnosis, patients will be divided into two groups by computer-
generated randomisation and will undergo microvascular surgery under
strict aseptic protocols. After surgery, the patients will be monitored
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and evaluations will take place one week, three months and six months
postoperatively to assess functional and aesthetic outcomes, based
on which the RFFF with or without the Palmaris longus tendon wiill
be judged.

The two groups will be divided based on the type of reconstruction
to be performed after wide local excision or composite resection of
the lesion, along with suitable neck dissection:

Group I: Reconstruction with a RFFF with the Palmaris longus tendon.

Group II: Reconstruction with an RFFF without the Palmaris longus
tendon.

Once the presurgical workup is completed, which includes pre-
anesthetic fitness and signed, documented and fully informed
consent, preoperative photos will be taken and the surgery will
be performed.

The conical assessment of the outcomes of the two types of
reconstruction will be based on functional and aesthetic results
observed postoperatively at seven days, one month and three
months of follow-up. This assessment will help to closely monitor
the progress of the patients.

Primary outcomes: Functional outcomes, including swallowing,
speech and mouth opening will be evaluated.

Secondary outcomes: Aesthetics outcomes will include smiles, lip
competence and commissural end will be evaluation.

Outcomes will be assessed based on the following criteria [Table/
Fig-2-7]:

Difficulty in swallowing Score
Within normal limits 1
Minimal difficulty 2
Moderate difficulty 3
Severe dysphagia 4
Unable to swallow 5

[Table/Fig-2]: Swallowing scale.

Understandability of speech Score
Always understandable 1
Near normal speech, occasional repetition necessary 2
Usually understandable, face to face contact necessary 3
Difficult to understand, use of actions necessary 4
Never understandable, might need to write for communication 5

[Table/Fig-3]: Speech scale.

Amount of mouth opening Score
1. More than 30 mm 1
2. Between 25 to 30 mm 2
3. Between 20 to 25 mm 3
4. Below 20 mm 4

[Table/Fig-4]: Mouth opening scale.

Perception of the patient for his/her smile Score
Perceived as an aesthetic smile 1
Satisfactory but could have been better 2
Need modifications in smile design 3
Not satisfied by the outcome of the smile 4
Purely disappointed by the way of patient’s smile 5

[Table/Fig-5]: Smile.

Interincisal distance at rest Score
Lips completely competent 1
Less than 2 mm 2
>2 mm but <4 mm 3
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>4 mm but <6 mm 4

6 mm or above 5

[Table/Fig-6]: Lip competence.

Distance of the commissural ends from the center of columella Score
Bilaterally symmetrical 1
Difference of less than 2 mm 2
Difference of more than 2 mm but less than 4 mm 3
Difference of more than 4 mm but less than 6 mm 4
Difference more than 6 mm 5

STATISTICAL ANALYSIS

Data will be input into Microsoft Excel and statistical analysis will
be conducted using Stata version 10 software. The Chi-square
test, Fisher’s-exact test for categorical data and independent t-test
for continuous data with normal distribution will be employed to
assess functional and aesthetic outcomes in the reconstruction of
the buccal mucosa involving the commissure of the mouth using
the RFFF, both with and without the Palmaris longus tendon, in
patients undergoing surgery for SCC of the buccal mucosa and
lip. Functional outcomes, including drooling, swallowing and speech,
as well as aesthetic outcomes such as smile, lip competence and
commissural ends, will be evaluated. These parameters will be
monitored at one week, three months and six months post-surgery.

REFERENCES

[1] Elaiwy O, EI Ansari W, AlKhalil M, Ammar A. Epidemiology and pathology of
oral squamous cell carcinoma in a multi-ethnic population: Retrospective
study of 154 cases over 7 years in Qatar. Ann Med Surg. 2020;60:195-200. Doi:
10.1016/j.amsu.2020.10.029.

[2] Xie L, Shang Z. Burden of oral cancer in Asia from 1990 to 2019: Estimates
from the global burden of disease 2019 study. PLOS ONE. 2022;17:e0265950.
Doi: 10.1371/journal.pone.0265950.

[8] Carethers JM, Doubeni CA. Causes of socioeconomic disparities in colorectal
cancer and intervention framework and strategies. Gastroenterology. 2020;158:354-
67. Doi: 10.1053/j.gastro.2019.10.029.

[4] Lee CH, Ko AM, Warnakulasuriya S, Ling TY, Sunarjo, Rajapakse PS, et al.
Population burden of betel quid abuse and its relation to oral premalignant
disorders in South, Southeast, and East Asia: An Asian betel-quid consortium
study. Am J Public Health. 2012;102:e17-e24. Doi: 10.2105/AJPH.2011.300521.

[5] Asmin PK, Nusrath F, Divakar DD. Occurrence and distribution of cancers
with emphasis upon oral cancers in registered oncology institutes of South
India — A retrospective study. Indian J Community Med. 2024;49:120-30. Doi:
10.4108/ijicm.ijcm_106_23.

www.jcdr.net

[6] Singh MP, Kumar V, Agarwal A, Kumar R, Bhatt MLB, Misra S. Clinico-
epidemiological study of oral squamous cell carcinoma: A tertiary care centre
study in North India. J Oral Biol Craniofacial Res. 2016;6:32-35. Doi: 10.1016/].
jobcr.2015.11.002.

[7] lida'Y, Okada S, Irifune Y, Goto S, Ishida K, Sato F, et al. Clinicopathological
features of buccal squamous cell carcinoma with focus on patients who
never smoke and never drink. Int Arch Otorhinolaryngol. 2023;27:€551-e558.
Doi: 10.1055/s-0042-1755433.

[8] Sozio S, Jhawar S, Wang Y, Sayan M, Parikh R, Kim S. Comparing the incidence
of buccal mucosa cancer in South Asian, white, and black populations residing
in the united states: A cross-sectional analysis. Asian Pac J Cancer Prev.
2021;22:195-99. Doi: 10.31557/APJCP.2021.22.1.195.

[9] Moratin J, Mrosek J, Horn D, Metzger K, Ristow O, Zittel S, et al. Full-thickness
tumour resection of oral cancer involving the facial skin—microsurgical
reconstruction of extensive defects after radical treatment of advanced squamous
cell carcinoma. Cancers. 2021;13:2122. Doi: 10.3390/cancers13092122.

[10] Dizgin S, Unli E, Pekdemir I, Yilanci S. Management of squamous cell
carcinoma of the lower lip: Analysis of five years’ experience (78 patients) and
review of the literature. KBB-Forum: Elektronik Kulak Burun Bogaz ve Bas Boyun
Cerrahisi Dergisi. 2013;12(2):26-31. (Accessed: June 27, 2024). Available from:
https://kbb-forum.net/journal/text.php?lang=en&id=298.

[11] Supreet BD, Mathivanan S, Merchant MI, Patil NS. Squamous cell carcinoma of
lower lip reconstructed with bilateral fan flap. Ann Maxillofac Surg. 2019;9:211-
13. Doi: 10.4103/ams.ams_3_16.

[12] Ebrahimi A, Kalantar Motamedi MH, Ebrahimi A, Kazemi M, Shams A,
Hashemzadeh H. Lip Reconstruction after tumour ablation. World J Plast Surg.
2016;5:15-25.

[13] Rutkowski P, Zdzienicki M, Nowecki ZI, Van Akkooi ACJ. Surgery of primary
melanomas. Cancers. 2010;2:824-41. Doi: 10.3390/cancers2020824.

[14] Babu G, Ravikumar R, Rafi M, Nair LM, Nazeer F, Thomas S, et al. Treatment
outcomes of squamous cell carcinoma of the lip: A retrospective study. Oncol
Lett. 2023;25(1):8. Doi: 10.3892/01.2022.13594.

[15] Rengifo D, Lian TT. Radial Forearm Tissue Transfer. In: StatPearls. Treasure
Island (FL): StatPearls Publishing; 2024.

[16] Carroll CMA, Pathak I, Irish J, Neligan PC, Gullane PJ. Reconstruction of
total lower lip and chin defects using the composite radial forearm- palmaris
longus tendon free flap. Arch Facial Plast Surg. 2000;2:53-56. Doi: 10.1001/
archfaci.2.1.53.

[17] Ettl T, Gottsauner M, Kuhnel T, Maurer M, Schuderer JG, Spérl S, et al. The
folded radial forearm flap in lip and nose reconstruction—still a unique choice.
J Clin Med. 2023;12:3636. Available from: https://doi.org/10.3390/icm12113636.

[18] Pharmaceutical Statistics - Wiley Online Library. Accessed: June 27, 2024.
Available from: https://onlinelibrary.wiley.com/journal/15391612.

[19] Fang QG, Li ZN, Zhang X, Liu FY, Xu ZF, Sun CF. Clinical reliability of radial
forearm free flap in repair of buccal defects. World J Surg Oncol. 2013;11:26.
Doi: 10.1186/1477-7819-11-26.

[20] Sample size of 12 per group rule of thumb for a pilot study - Julious - 2005 -
Pharmaceutical Statistics - Wiley Online Library. Accessed: June 28, 2024.
Available from: https://onlinelibrary.wiley.com/doi/abs/10.1002/pst.185.

[21] Bukhari SA. Sample size determination using Krejcie and Morgan table. 2021.
Doi: 10.13140/RG.2.2.11445.19687.

[22] Zisquit J, Velasquez J, Nedeff N. Allen Test. In: StatPearls. Treasure Island (FL);
StatPearls Publishing; 2024.

PARTICULARS OF CONTRIBUTORS:

1. Professor and Head, Department of Oral and Maxillofacial Surgery, Sharad Pawar Dental College, Datta Meghe Institute of Higher Education and Research, Wardha,

Maharashtra, India.

2. Professor, Department of Oral and Maxillofacial Surgery, Sharad Pawar Dental College, Datta Meghe Institute of Higher Education and Research, Wardha, Maharashtra, India.
3. Postgraduate Student, Department of Oral and Maxillofacial Surgery, Sharad Pawar Dental College, Datta Meghe Institute of Higher Education and Research, Wardha,

Maharashtra, India.

NAME, ADDRESS, E-MAIL ID OF THE CORRESPONDING AUTHOR:

Dr. Imran Saleem Solanki,

Postgraduate Student, Department of Oral and Maxillofacial Surgery, Sharad Pawar
Dental College, Datta Meghe Institute of Higher Education and Research,
Wardha-442004, Maharashtra, India.

E-mail: solankiimran012@gmail.com

AUTHOR DECLARATION:

e Financial or Other Competing Interests: None

e Was Ethics Committee Approval obtained for this study? Yes

e Was informed consent obtained from the subjects involved in the study? Yes

e For any images presented appropriate consent has been obtained from the subjects.

PLAGIARISM CHECKING METHODS: Wantetal]
e Plagiarism X-checker: May 20, 2024

e Manual Googling: Nov 04, 2024

e iThenticate Software: Nov 06, 2024 (12%)

ETYMOLOGY: Author Origin

EMENDATIONS: 8

Date of Submission: May 15, 2024
Date of Peer Review: Jun 23, 2024
Date of Acceptance: Nov 08, 2024
NA Date of Publishing: Apr 01, 2025

Journal of Clinical and Diagnostic Research. 2025 Apr, Vol-19(4): ZK01-ZK04


http://europeanscienceediting.org.uk/wp-content/uploads/2016/11/ESENov16_origart.pdf

