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PART B – TECHNICAL DETAILS 

1 Title of the dissertation A clinical study to evaluate the 

antifungal efficacy of nanographene 

oxide material incorporated in soft 

liners. 

2 Introduction  

A. Problem statement Prosthetic rehabilitation of edentulous 

patients with complete denture is 

considered more than satisfactory by 

most patients due to their effects on 

mastication, phonetics and esthetics. 

Inevitably, there are certain post 

insertion problems like inability to 



chew, persistent pain and discomfort. 

To overcome these problems, Soft 

denture lining materials have been used 

for decades. Soft denture liners are 

based on poly-methyl methacrylate or 

silicone elastomers .They are used to 

repair and  rebuild the surface of the 

prosthesis in contact with the oral 

mucosa. These materials are 

recommended for patients with 

extremely resorbed residual ridges, 

immediate dentures and for patients 

with implant prosthesis as they promote 

an even distribution of the supporting 

loads. These liners provide superior 

comfort by forming a cushioned layer 

between oral mucosa and hard denture 

base and assists in function of complete 

dentures. It has been reported that these 

soft liners have increased the 

satisfaction level of denture wearers 

and Quality of life in terms of oral 

health is also improved. Owing to its 

poor physical properties in the oral 

environment, it promotes the 

colonization of microbes. The most 



common pathogenic organism being 

candida species. Microbial growth 

occurs by the adhesive interactions 

between candida species and oral 

streptococci. To prevent the 

accumulation of microorganisms on 

such materials, incorporation of 

antifungal agents is advantageous. 

Various antifungal agents have been 

incorporated in soft liners. The 

incorporation of nystatin, ketoconazole, 

chlorhexidine, and miconazole have 

shown to cause significant increase in 

the material’s hardness making it 

advantageous. In the evolving dentistry, 

Nanotechnology has generated the 

possibility of creating new therapeutic 

agents. To overcome the above 

drawback the use of nano graphene 

oxide particle with antifungal properties 

in conjunction with soft liners may 

offer promising results. 

B. Rationale One of the problems encountered while 

using soft denture liners is the growth 

of microorganisms. Studies have shown 

that the use of soft lining materials can 



intensify the process of the fungal and 

bacterial growth. Nano graphene oxide 

(nGO) is known to have antimicrobial 

activity through surface contact. Sharp 

nanosheets causes perturbation of cell 

membrane, electrolyte leakage and 

eventually cell death. Studies have 

proved that graphene oxide shows 

antimicrobial and antibiofilm efficacy 

against chronic wound microorganisms 

including Candida albicans. Its blade 

like configuration physically damages 

the microbial cellular membrane and 

causes leakage of intercellular 

substance leading to cell death. 

C. Novelty Graphene oxide has shown outstanding 

potential in research fields, including 

biomedical applications and antifungal 

properties. Graphene oxide possesses 

several extraordinary physical, 

chemical, optical, electrical, and 

mechanical properties. As there are no 

published clinical studies on nano 

graphene oxide testing its antifungal 

properties on soft liners, the present 

study stands unique. 



D. Expected outcome and application The application of nanographene 

molecules are expected to reduce the 

number of candida albicans colony 

forming units. 

3 Research question(s) Does the incorporation of nano 

graphene oxide in soft liners induce 

antifungal activity? 

4 Research hypothesis (es), if any The incorporation of nano graphene 

oxide in soft liners induce antifungal 

activity. The incorporation of 

clotrimazole in soft liners induce 

antifungal activity but to lesser extent 

as there is fungal resistance against 

clotrimazole due to energy dependent 

drug efflux. 

5 Objectives of the Study: 
A. Primary objective(s) 
B. Secondary objective(s) 

Primary Objective are: 

1.To evaluate the fungal assay of 

candida albicans on soft liner material 

with incorporating clotrimazole. 

2. To evaluate the fungal assay of 

candida albicans on soft liner material 

with incorporating nano graphene 

oxide. 

3. To compare and evaluate the 

antifungal activity of nano graphene 



oxide and clotrimazole between both 

the groups. 

 

 

6 1. Review of literature 1. A study was conducted in the 

year 2020 to find the antifungal 

activity of nano graphene 

particles, which were added in 

the concentration 1%,3% and 

5% by weight to the acrylic 

based tissue conditioner to form 

three study group A,B and C 

respectively .A total of five 

plates were prepared using 

sabourauds dextrose agar and 

inoculated with 24 hours old 

candida culture .Antifungal 

susceptibility was checked with 

well diffusion method. The 

acrylic based tissue conditioner 

(GC Soft liners) nano graphene 

oxide concentration were mixed 

according to the groups and 

placed into the well .The 

diameter of inhibition zone was 

measured after end of 1 day (24 



hours) and 7 days .The obtained 

data was subjected to statistical 

analysis using one –way 

ANOVA, Tukey’s multiple post 

hoc test and Dependent t test. 

Within limitations of this study, 

5% nGO showed better results 

on both zone of inhibition as 

well as fungal adhesion test. So 

the graphene oxide incorporated 

in silicone elastomers would be 

promising future for prosthesis 

in conjunction with antifungal 

properties and silicone 

elastomers. 

 

2.A study was conducted in the 

year 2017 regarding nano 

graphene oxide incorporated 

into PMMA resin to prevent 

microbial adhesion by 

increasing the hydrophilicity of 

PMMA. The anti-adhesive 

effects were determined for 4 

different microbial species with 

experimental specimens and the 



underlying anti-adhesive 

mechanism was investigated by 

a non-thermal oxygen plasma 

treatment. nGO was added in 

quantities of 0.25, 0.5, 1.0, or 

2.0% by weight relative to 

PMMA powder. After each of 

these nGO concentrations were 

homogeneously dispersed in 

liquid MMA under sonication 

for 1hr.  A sustained 

antimicrobial-adhesive property 

against Candida albicans was 

observed in 2% nGO for up to 

28 days. In conclusion, the null 

hypothesis of this study, i.e., 

there is no difference between 

the antimicrobial-adhesive 

effects of PMMA with and 

without nGO incorporation, was 

rejected. This study is the first 

to demonstrate that, even 

without loading with drugs or 

chemicals, PMMA exhibited 

better continuous anti-adhesive 

effects against microbial species 



for up to 28 days after 

incorporating nGO than those 

exhibited by pure PMMA via 

increased hydrophilicity.  

 

3.A clinical study was reported 

in 2019 for improving PMMA 

resin using graphene oxide for a 

definitive prosthodontic 

rehabilitation. In this study  

the use of acrylic resins as a 

definitive material has shown 

some advantages comparing to 

other definitive materials. 

However, their poor mechanical 

properties remain a major 

drawback. In this case report, 

graphene oxide (GO) was 

incorporated into polymethyl 

methacrylate (PMMA) resin for 

a definitive maxillary 

rehabilitation, combined with an 

intraoral digital impression and 

a three-dimensional facial scan. 

After 8 months of the placement 

of the definitive prosthesis, no 



mechanical, aesthetic, or 

biologic complications were 

reported, and the soft tissues 

showed excellent health and 

stability. The incorporation of 

GO in PMMA resins seems to 

be a suitable option for 

prosthetic rehabilitation. Taking 

into account the reduced follow-

up time of this clinical report, it 

seems that the incorporation of 

GO in PMMA resins seems to 

be an interesting strategy to 

improve their mechanical 

properties and provide a 

definitive, reliable material 

option. 

 

4.  A study was performed in 

the year 2019 to evaluate 

antibacterial effect and thermal 

expansion of commercial 

available poly-methyl 

methacrylate (PMMA) 

incorporated by nano graphene 

oxide (GO) in different 



concentration.  Nano graphene 

oxide in five concentrations 0 

%, 0.05 %, 0.1 %, 0.15 % and 1 

% by weight was incorporated 

to PMMA to form groups I-V 

respectively. To evaluate the 

antibacterial effect against 

Streptococcus Mutans, minimal 

inhibitory concentration (MIC) 

for GO dispersion was done and 

agar well diffusion test for 

groups I-IV was done. Thermal 

expansion was assessed through 

measuring the linear coefficient 

of thermal expansion. For 

antibacterial effect, all 

concentrations tested for MIC 

showed inhibition zone varied 

from 0.5 to 2mm in diameter. 

All tested groups evaluated by 

agar well diffusion method 

showed no inhibition zones 

except for group II. Significant 

reduction in coefficient of 

thermal expansion was showed 

by increasing GO concentration. 



Incorporation of GO in to 

PMMA at concentration of 0.5 

% can inhibit the growth of 

Streptococcus Mutans. There is 

an inverse relation between the 

concentrations of GO and the 

coefficient of thermal 

expansion. 

5. A study was conducted(2009) 

to determine whether 

incorporating clotrimazole into 

the silicone soft liner, would 

inhibit the growth of Candida 

albicans when the specimens are 

stored in distilled water and 

washed daily with wet cotton. 

Experimental disks incorporated 

with clotrimazole and without 

clotrimazole in to soft liner were 

fabricated. The addition of 

clotrimazole significantly 

reduced Candida albicans 

growth on the silicone soft liner. 

The samples continued to 

inhibit the fungal growth when 



washed daily with wet cotton 

for 2 months. 

6. A study was conducted(2014) 

to find the antifungal efficacy of 

denture soft liners with 

clotrimazole against Candida 

albicans ,Two soft liners coe 

soft(Acrylic) and GC Reline 

soft (silicone) combined with 

clotrimazole pure powder form 

and microsphere form at 

different concentrations(0.5,1 

and 1.5%w/v)were  tested 

against Candida albicans by 

agar disc diffusion method. 

Results showed maximum 

inhibition was seen in GC 

Reline soft with pure 

clotrimazole followed by GC 

microsphere form followed by 

coe soft pure and microsphere 

forms at 1.5 and 1%w/v 

concentration there was no 

statistical significant inhibition 

between 1.5 and 1%w/v. 

 



 

 

 

 

 

 

 

7 2. Methodology  

A. Study design In Vivo 

B. Study participants (human, animals or both) Humans 

i. Inclusion criteria 
ii. Exclusion criteria 

iii. Withdrawal criteria, if any (trial-related therapy, 
follow-up and documentation are terminated 
prematurely as it is indicated to ensure safety of 
the participants)   

iv. Rescue criteria, if applicable (starting symptomatic 
therapy either to control symptoms of disease or 
to overcome lack of adequate efficacy of the study 
drug or placebo)                                                                    

v. Number of groups to be studied, identify groups 
with definition 

1.Inclusion criteria 

a) Completely edentulous patients  

b) Healthy intraoral condition for 

denture fabrication 

c) No debilitating medical conditions 

d) No underlying psychological 

conditions 

 

2. Exclusion criteria 

a) Patients on recent antibiotic and 

antifungal treatment 

b) Patients allergic to metals 

c) Medically compromised patients 

C. Sampling  
a. Sampling population 
b. Sample size calculation 
c. Sampling technique 

a.Sampling Population: Any 

edentulous patient fulfilling the 



inclusion criteria and attending 

Department of Prosthodontics  

seeking denture. 

 

b.Sampling Size Calculation: 15 

dentures (15 pair of sites). 

 

c.Sampling Technique: Quota 

Sampling with 15 consecutive 

edentulous patients fulfilling inclusion 

criteria will be sampled. 

 

D. Randomization details (for interventional studies)- 
Intervention details with standardization techniques 
(drugs / devices / invasive procedures / noninvasive 
procedures / others) 

Not Relevant. 

E. Ethical Clearance from the Institution’s Ethics 
Committee Obtained? (Copy to be Attached) 

 

F. Study procedure Case selection: 

Fifty old denture wearers seeking new 

complete dentures will be screened for 

the study.  Salivary samples will be 

taken from these fifty patients to 

evaluate the presence of candida 

species in the oral cavity. Then, fifteen 

old denture wearers with confirmation 

of presence of candida species will be 

selected for the study. These patients 



will be informed about the study and a 

written, informed consent will be taken. 

 

Collection of Saliva and Candida 

Assessment: 

The sample will be collected from the 

palatal mucosa of 50 old denture 

wearers using sterile swabs. The swabs 

will be taken to Microbiology 

Laboratory, SDM Medical college 

within 2 hours of collection. The swabs 

will be evenly spread on SDA 

(Sabouraud Dextrose Agar) and 

incubated overnight at 37 degree 

Celsius. After incubation, the colonies 

will be counted and quantified by 

counting the colony-forming units 

(CFU). Fifteen patients showing 

candida colonies will be selected for the 

study. 

 

Fabrication of complete dentures: 

Primary impression will be made using 

impression compound and a primary 

cast will be obtained. A full wax spacer 

of 2mm thickness will be adapted over 



the primary cast and custom tray will be 

fabricated using autopolymerizing 

acrylic resin .The custom tray fit will be 

checked in patient’s mouth and will be 

made sure it is 2mm short of the sulcus 

depth. Border moulding will be done 

using green stick compound and final 

impression will be made using zinc 

oxide eugenol impression paste. Final 

impression will be poured using dental 

stone and master cast will be obtained. 

Jaw relation will be recorded and teeth 

try in of dentures will be done. The trial 

dentures will be sealed to the cast and 

will be made ready for the fabrication 

procedure. Complete denture 

fabrication procedures will be done for 

the patients using conventional method 

till dewaxing stage. During packing, to 

create a mold space for the softliner in 

the intaglio surface of the complete 

denture , the following steps will be 

carried out. 

1) Metallic mold of 10 mm 

diameter and 1 mm thickness will be 



used. It will be duplicated in putty to 

obtain two discs of same dimension. 

2) The putty discs will be removed 

from the metallic mold. These discs 

will be placed on palatal surface of the 

Patient’s cast on either side(right and 

left) of the midline, in the first molar 

region. 

3) Then packing will be done with 

heat cured acrylic resin and cured in 

conventional curing cycle. Dentures 

will be finished and polished. 

4) The putty discs will then be 

removed from the intaglio surface of 

the dentures. The patient’s denture will 

be prepared to receive the denture 

softliner. 

5) The mold space of the denture 

on left side will be packed with denture 

softliner (Ufi gel) incorporated with 

nano graphene oxide(Test group). 

Similarly, the right side will be packed 

with denture softliner (Ufi gel) 

incorporated with Clotrimazole. The 

right side will serve as control. After 

initial setting the excess material will 



be removed. Patients will be instructed 

on proper care of soft liner and will be 

asked to wear the denture at night also. 

6) Patients will be advised to 

report after four days. On the next 

appointment, patient’s denture will be 

removed and samples will be taken 

from the right and left side of the 

denture (soft liner with clotrimazole 

and soft liner with nano graphene 

oxide). 

7) The samples will be collected in 

the sterile test tubes containing 1ml of 

phosphate-buffered saline. It will be 

kept refrigerated and taken to 

microbiology department within 2 

hours. The samples will be 

homogenized in a vortex machine. 

From the sterile test tube, 100 µl will be 

pipetted and transferred to SDA Plate. 

It will then be evenly spread using 

sterile swab and plates will be 

incubated overnight at 37 degree 

Celsius. After incubation, the colonies 

will be counted for both the samples 

(test and control group) and will be 



quantified by counting the CFU. The 

CFU in the culture plate will be counted 

and noted in the patients data collection 

form. 

G. Data collection methods including settings and 
periodicity 

1.For saliva collection and intraoral 

examination in subjects: 

a. Sterile mouth mirror 

b. Sterile swabs 

c. Sterile 2ml Eppendorf 

tubes 

2.For sample storage: 

d. Deep freezer with a 

temperature of -79 0C 

3.For assessment of Candida count in 

samples: 

e. Sabouraud Dextrose 

Agar(SDA) Medium 

f. Vortex machine 

g. Micropipette 

4. Ufi gel P softliner (Voco dental, 

Germany) 

5. Nano graphene oxide (Medical grade) 



6. Clotrimazole 

 

H. List of statistical tests to be used for data analysis Descriptive statistics: Mean, Standard 

deviation, Median and Inter-quartile 

range of CFUs of Candida Albicans 

will be done. 

  

Inferential statistics:  Logarithmic 

transformation of the CFU’s will also 

be done for supplementary analysis.  

Comparison between the pair of sites 

for the CFUs (and also log transformed 

CFUs) will be done by Wilcoxon’s test. 

Probability value of less than 0.05 will 

be considered to be statistically 

significant. 

I. If it’s a Clinical Trial: Clinical Trials Registry of India or 
equivalent registration number to be mentioned 

 

8 3. List risks and benefits of the study Benefits of the study 

1. Enhanced resin’s mechanical 

properties. 

2. Reduced degree of contraction 

during polymerization. 

3. Better antimicrobial-adhesion 

effects. 

4. Lowest cytotoxic effect. 



5. Reduced biofilm formation 

6. Increased delivery of 

therapeutic proteins, such as 

BMP-2. 
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CONSENT FORM 

Informed consent form for subjects participating in a clinical study 

Study Title: A CLINICAL STUDY TO EVALUATE THE ANTIFUNGAL EFFICACY 

OF NANOGRAPHENE OXIDE MATERIAL INCORPORATED IN SOFT LINERS . 

Study Number- 

Subject’s Initials: __________________ 

Date of Birth/Age: _________________ 

I. I confirm that I have read and understood the information sheet dated for the above study and 

have had the opportunity to ask questions.                                                    [ ] 

II. I understand that my participation in the study is voluntary, and   I am free to withdraw at any 

time, without giving any reason, without my medical care or legal rights being affected. [ ] 

III.  I understand that the Sponsor of the clinical study, others working on the Sponsor's behalf, the 

Ethics Committee and the regulatory authorities will not need my permission to look at my 

health records both in respect of the current study and any further research that may be 

conducted in relation to it, even if I withdraw from the clinical study. I agree to this access. 

However, I understand that my identity will not be revealed in any information released to 

third parties or published.                                                                                                        [ ] 

IV. I agree not to restrict the use of any data or results that arise from this study provided such a 

use is only for scientific purpose(s).                                                                                    [ ] 

V. I agree to take part in the above study.                                                                          [ ] 

 

      Signature (or Thumb impression) of the Subject  

      Signature of the Investigator:                                              Date:  / /  

      Study Investigator's Name: Dr. Vaishnavi Wadekar 

Subject’s Name: _____________ 



 

ಒಪ್ಪಿಗೆ ಪತ್ರ 

ಕ್ಲಿನಿಕಲ್ ಅಧ್ಯಯನದಲ್ಲಿ ಭಾಗವಹಿಸುವ ವಿಷಯಗಳಿಗೆ ತಿಳುವಳಿಕೆಯುಳಳ ಒಪ್ಪಿಗೆ ಪತ್ರ 

ಅಧ್ಯಯನದ ಶೀರ್ಷಿಕೆ: ಸಾಫ್ಟ್ ಲೆೈನರ್ಗಳಲ್ಲಿ ಸಂಯೀಜಿಸಲ್ಿಟ್್ ನ್ಾಯನ್ೆೊಗಾರಫೀನ್ ಆಕೆಸೈಡ್ ಮೆಟೀರಿಯಲ್್ನ ಆಂಟಫಂಗಲ್ 

ಪರಿಣಾಮಕಾರಿತ್ವವನುು ಮೌಲ್ಯಮಾಪನ ಮಾಡುವ ಒಂದು ಕ್ಲಿನಿಕಲ್ ಅಧ್ಯಯನ.  

ಅಧ್ಯಯನ ಸಂಖ್ೆಯ- 

ವಿಷಯದ ಮೊದಲ್ಕ್ಷರಗಳು: __________________ 

ಹುಟ್ದ ದಿನ್ಾಂಕ / ವಯಸುಸ: _________________ 

I. ಮೆೀಲ್ಲನ ಅಧ್ಯಯನಕಾಾಗಿ ದಿನ್ಾಂಕದ ಮಾಹಿತಿ ಹಾಳೆಯನುು ನ್ಾನು ಓದಿದೆದೀನ್ೆ ಮತ್ುು ಅರ್ಿಮಾಡಿಕೆೊಂಡಿದೆದೀನ್ೆ ಮತ್ುು 
ಪರಶ್ೆುಗಳನುು ಕೆೀಳುವ ಅವಕಾಶವನುು ಹೆೊಂದಿದೆದೀನ್ೆ ಎಂದು ನ್ಾನು ಖಚಿತ್ಪಡಿಸುತೆುೀನ್ೆ. [ ] 

II. ಅಧ್ಯಯನದಲ್ಲ ಿನನು ಭಾಗವಹಿಸುವಿಕೆ ಸವಯಂಪೆರೀರಿತ್ವಾಗಿದೆ ಎಂದು ನ್ಾನು ಅರ್ಿಮಾಡಿಕೆೊಂಡಿದೆದೀನ್ೆ ಮತ್ುು ಯಾವುದೆೀ 
ಕಾರಣಕೊಾ, ನನು ವೆೈದಯಕ್ಲೀಯ ಆರೆೈಕೆ ಅರ್ವಾ ಕಾನೊನು ಹಕುಾಗಳಿಗೆ ಧ್ಕೆಾಯಾಗದಂತೆ ನ್ಾನು ಯಾವುದೆೀ ಸಮಯದಲ್ಲ ಿ

ಹಿಂತೆಗೆದುಕೆೊಳಳಲ್ು ಮುಕುನ್ಾಗಿರುತೆುೀನ್ೆ. [ ] 

III. ಕ್ಲಿನಿಕಲ್ ಅಧ್ಯಯನದ ಪಾರಯೀಜಕರು, ಪಾರಯೀಜಕರ ಪರವಾಗಿ ಕೆಲ್ಸ ಮಾಡುವ ಇತ್ರರು, ನ್ೆೈತಿಕ ಸಮಿತಿ ಮತ್ುು 
ನಿಯಂತ್ರಕ ಅಧಿಕಾರಿಗಳಿಗೆ ನನು ಆರೆೊೀಗಯ ದಾಖಲೆಗಳನುು ಪರಸುುತ್ ಅಧ್ಯಯನಕೆಾ ಸಂಬಂಧಿಸಿದಂತೆ ಮತ್ುು ನಡೆಸಬಹುದಾದ 

ಯಾವುದೆೀ ಹೆಚಿಿನ ಸಂಶ್ೆ ೀಧ್ನ್ೆಗಳಿಗೆ ನ್ೆೊೀಡಲ್ು ನನು ಅನುಮತಿ ಅಗತ್ಯವಿಲ್ಿ ಎಂದು ನ್ಾನು ಅರ್ಿಮಾಡಿಕೆೊಂಡಿದೆದೀನ್ೆ. 
ಇದಕೆಾ ಸಂಬಂಧಿಸಿದಂತೆ, ನ್ಾನು ಕ್ಲಿನಿಕಲ್ ಅಧ್ಯಯನದಿಂದ ಹಿಂದೆ ಸರಿದರೊ ಸಹ. ಈ ಪರವೆೀಶವನುು ನ್ಾನು ಒಪುಿತೆುೀನ್ೆ. 
ಆದಾಗೊಯ, ಮೊರನ್ೆೀ ವಯಕ್ಲುಗಳಿಗೆ ಬಿಡುಗಡೆಯಾದ ಅರ್ವಾ ಪರಕಟಸಿದ ಯಾವುದೆೀ ಮಾಹಿತಿಯಲ್ಲಿ ನನು ಗುರುತ್ು 
ಬಹಿರಂಗಗೆೊಳುಳವುದಿಲ್ ಿಎಂದು ನ್ಾನು ಅರ್ಿಮಾಡಿಕೆೊಂಡಿದೆದೀನ್ೆ.[ ] 

IV. ಈ ಅಧ್ಯಯನವು ಉದಭವಿಸುವ ಯಾವುದೆೀ ಡೆೀಟಾ ಅರ್ವಾ ಫಲ್ಲತಾಂಶಗಳ ಬಳಕೆಯನುು ನಿಬಿಂಧಿಸದಿರಲ್ು ನ್ಾನು 
ಒಪುಿತೆುೀನ್ೆ, ಅಂತ್ಹ ಬಳಕೆಯು ವೆೈಜ್ಞಾನಿಕ ಉದೆದೀಶಕಾಾಗಿ ಮಾತ್ರ. [ ] 

v.  ಮೆೀಲ್ಲನ ಅಧ್ಯಯನದಲ್ಲಿ ಭಾಗವಹಿಸಲ್ು ನ್ಾನು ಒಪುಿತೆುೀನ್ೆ. [ ] 

 

      ವಿಷಯದ ಸಹಿ (ಅರ್ವಾ ಹೆಬ್ೆೆರಳು ಅನಿಸಿಕೆ) 

      ತ್ನಿಖ್ಾಧಿಕಾರಿಯ ಸಹಿ: ದಿನ್ಾಂಕ: / / 

      ಅಧ್ಯಯನ ತ್ನಿಖ್ಾಧಿಕಾರಿ ಹೆಸರು: ಡಾ.ವೆೈಷಣವಿ ವಾಡೆಕರ 
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INVITATION 

You are being invited to take part in a research study. Before you decide it is 

important for you to understand why the research is being done and what it will 

involve. Please take time to read the following information carefully and discuss it 

with others if you wish. Ask us if there’s anything that is not clear or if you would like 

more information. Take time to decide whether or not you wish to take part. 

Thank you for reading this information. 

What is the purpose of the study? 

Our research aims to assess the antifungal effects of nano graphene oxide incorporated 

in soft liners. Denture wearers often face the problem of tissue inflammation due to 

neglected oral hygiene and poor maintenance of the dentures leading to food 

accumulation and subsequent plaque formation causing a condition called as denture 

stomatitis. Candida albicans is the opportunistic microbe predominantly involved in 

denture stomatitis. Tissue conditioners are used to reline the dentures with traumatized 

denture bearing tissues. These soft lining materials enhance growth of Candida 

albicans if hygiene is not maintained properly. To overcome this problem, it is 



necessary to incorporate tissue conditioners with antifungal agents like nanographene 

oxide. 

 

Why have I been chosen? 

You have been invited to take part in this study because we as a doctor would like to 

give you best of the treatment by enhancing the quality of the dentures, thereby 

reducing the chances of inflammation and expected outcome. 

Do I have to take part? 

Participation is entirely voluntary, if you decide to take part you will be given a copy 

of this information sheet and asked to sign a consent form. You will be free to 

withdraw from this study anytime. A decision to withdraw or not to take part will not 

affect the standard of care you receive. 

What will happen to me if I take part? 

If you decide to take part, swabs will be taken on the first day. Dentures will be given 

to you by creating small mold space incorporated with nano graphene oxide in soft 

liners. You will be asked to wear the dentures day and night and report to the hospital 

after four days. 

 

 

 

 

 

 

 

 

 

 

 
 



ರ  ೋಗಿಯ ಮಾಹಿತಿ ಹಾಳ  

 

ಅಧ್ಯಯನದ ಶೋರ್ಷಿಕ : ಸಾಫ್ಟ್ ಲ ೈನರ್ಗಳಲ್ಲ ಿಸಂಯೋಜಿಸಲ್ಪಟ್್ ನ್ಾಯನ್  ಗ್ಾಾಫೋನ್ ಆಕ ಸೈಡ್ ಮೆಟೋರಿಯಲ್ನ ಆಂಟಫಂಗಲ 

ಪರಿಣಾಮಕಾರಿತ್ವವನನು ಮೌಲ್ಯಮಾಪನ ಮಾಡನವ ಒಂದನ ಕ್ಲಿನಿಕಲ ಅಧ್ಯಯನ. 

ಸಂಶ  ೋಧ್ಕ - ಡಾ.ವ ೈಷ್ಣವಿ ವಾಡ ಕರ (ಪಿ.ಜಿ., ಪ್ರಾಸ  ್ಡಾಂಟಕ್ಸಸ ಇಲಾಖ ) 

ಮಾಗಿದರ್ಿನ- ಡಾ. ರ  ೋಸ ೈಿನ್ ಮೆರ್ಾಮಕರ (ಪ್ರಾಫ ಸರ ಮತ್ನು ಎಚ್ಒಡಿ, ಪ್ರಾಸ  ್ಡಾಂಟಕ್ಸಸ ಇಲಾಖ ) 

ಆಹಾವನ 

ಸಂಶ  ೋಧ್ನ್ಾ ಅಧ್ಯಯನದಲ್ಲಿ ಭಾಗವಹಿಸಲ್ನ ನಿಮಮನನು ಆಹಾವನಿಸಲಾಗನತಿುದ . ನಿೋವು ನಿಧ್ಿರಿಸನವ ಮೊದಲ್ನ ಸಂಶ  ೋಧ್ನ್  ಏಕ  
ನಡ ಯನತಿುದ  ಮತ್ನು ಅದನ ಏನನ ಒಳಗ್  ಂಡಿರನತ್ುದ  ಎಂಬನದನನು ಅರ್ಿಮಾಡಿಕ  ಳಳುವುದನ ಬಹಳ ಮನಖ್ಯ. ದಯವಿಟ್ನ್ ಈ ಕ ಳಗಿನ 

ಮಾಹಿತಿಯನನು ಎಚ್ಚರಿಕ ಯಂದ ಓದಲ್ನ ಸಮಯ ತ ಗ್ ದನಕ  ಳ್ಳು ಮತ್ನು ನಿೋವು ಬಯಸಿದರ  ಇತ್ರರ  ಂದಿಗ್  ಚ್ರ್ಚಿಸಿ. ಸಪಷ್್ವಾಗಿಲ್ಿದ 

ಏನ್ಾದರ  ಇದ ಯೋ ಅರ್ವಾ ಹ ರ್ಚಚನ ಮಾಹಿತಿಯನನು ನಿೋವು ತಿಳ್ಳದನಕ  ಳುಲ್ನ ಬಯಸಿದರ  ನಮಮನನು ಕ ೋಳ್ಳ. ನಿೋವು ಭಾಗವಹಿಸಲ್ನ 
ಬಯಸನತಿುೋರ  ೋ ಇಲ್ವಿೋ ಎಂದನ ನಿಧ್ಿರಿಸಲ್ನ ಸಮಯ ತ ಗ್ ದನಕ  ಳ್ಳು. 

ಈ ಮಾಹಿತಿಯನನು ಓದಿದದಕಾಕಗಿ ಧ್ನಯವಾದಗಳಳ. 

ಅಧ್ಯಯನದ ಉದ ದೋರ್ವ ೋನನ? 

ನಮಮ ಸಂಶ  ೋಧ್ನ್ ಯನ ಮೃದನವಾದ ಲ ೈನರ್ಗಳಲ್ಲ ಿಸಂಯೋಜಿಸಲ್ಪಟ್್ ನ್ಾಯನ್   ಗ್ಾಾಾಫೋನ್ ಆಕ ಸೈಡ್್ನ ಆಂಟಫಂಗಲ 

ಪರಿಣಾಮಗಳನನು ನಿರ್ಿಯಸನವ ಗನರಿಯನನು ಹ  ಂದಿದ . ನಿಲ್ಿಕ್ಷಿತ್ ಮೌಖಿಕ ನ್ ೈಮಿಲ್ಯ ಮತ್ನು ದಂತ್ಗಳ ಕಳಪ  ನಿವಿಹಣ ಯಂದಾಗಿ 

ದಂತ್ ಧ್ರಿಸನವವರನ ಅಂಗ್ಾಂರ್ಗಳ ಉರಿತ್ದ ಸಮಸ ಯಯನನು ಎದನರಿಸನತಾುರ  ಮತ್ನು ಆಹಾರ ಸಂಗಾಹಕ ಕ ಕಾರರ್ವಾಗನತ್ುದ  ಮತ್ನು 
ನಂತ್ರದ ಪ ಿೋಕ್ಸ ರಚ್ನ್ ಯನ ಡ ಂಚ್ರ ಸ  ್ಮಾಟಟಸ್ ಎಂದನ ಕರ ಯಲ್ಪಡನತ್ುದ . ಕಾಯಂಡಿಡಾ ಅಲ್ಲಿಕಾನ್ಸ ಮನಖ್ಯವಾಗಿ ಡ ಂಚ್ರ 

ಸ  ್ಮಾಟಟಸ್್ನಲ್ಲಿ ಒಳಗ್  ಂಡಿರನವ ಅವಕಾರ್ವಾದಿ ಸ ಕ್ಷ್ಮಜಿೋವಿ. ಅಂಗ್ಾಂರ್ ಕಂಡಿಷ್ನರ ಗಳನನು ದಂತ್ಗಳನನು ಆಘಾತ್ಕ  ಕಳಗ್ಾದ 

ಡ ಂಚ್ರ ಬ ೋರಿಂಗ್ ಅಂಗ್ಾಂರ್ಗಳ  ಂದಿಗ್  ಜ  ೋಡಿಸಲ್ನ ಬಳಸಲಾಗನತ್ುದ . ನ್ ೈಮಿಲ್ಯವನನು ಸರಿಯಾಗಿ ನಿವಿಹಿಸದಿದದರ  ಈ 

ಮೃದನವಾದ ಲ ೈನಿಂಗ್ ವಸನುಗಳಳ ಕಾಯಂಡಿಡಾ ಅಲ್ಲಿಕಾನಗಳ ಬ ಳವಣಿಗ್ ಯನನು ಹ ರ್ಚಚಸನತ್ುವ . ಈ ಸಮಸ ಯಯನನು ನಿವಾರಿಸಲ್ನ, 
ನ್ಾಯನ್  ಗ್ಾಾಫೋನ್ ಆಕ ಸೈಡ್್ನಂತ್ಹ ಆಂಟಫಂಗಲ ಏಜ ಂಟ್ಗಳ  ಂದಿಗ್  ಅಂಗ್ಾಂರ್ ಕಂಡಿಷ್ನರ್ಗಳನನು ಸ ೋರಿಸನವುದನ ಅವರ್ಯಕ. 

 

ನನುನನು ಏಕ  ಆಯಕ ಮಾಡಲಾಗಿದ ? 

ಈ ಅಧ್ಯಯನದಲ್ಲಿ ಪಾಲ  ಗಳುಲ್ನ ನಿಮಮನನು ಆಹಾವನಿಸಲಾಗಿದ  ಏಕ ಂದರ  ದಂತ್ಗಳ ಗನರ್ಮಟ್್ವನನು ಹ ರ್ಚಚಸನವ ಮ ಲ್ಕ ವ ೈದಯರಾಗಿ 

ನ್ಾವು ನಿಮಗ್  ಉತ್ುಮ ರ್ಚಕ್ಲತ ಸಯನನು ನಿೋಡಲ್ನ ಬಯಸನತ ುೋವ , ಇದರಿಂದಾಗಿ ಉರಿತ್ದ ಸಾಧ್ಯತ ಗಳಳ ಮತ್ನು ನಿರಿೋಕ್ಷಿತ್ ಫಲ್ಲತಾಂರ್ 

ಕಡಿಮೆಯಾಗನತ್ುದ . 

ನ್ಾನನ ಭಾಗವಹಿಸಬ ೋಕ ೋ? 

ಭಾಗವಹಿಸನವಿಕ ಯನ ಸಂಪೂರ್ಿವಾಗಿ ಸವಯಂಪ ಾೋರಿತ್ವಾಗಿದ , ನಿೋವು ಭಾಗವಹಿಸಲ್ನ ನಿಧ್ಿರಿಸಿದರ  ನಿಮಗ್  ಈ ಮಾಹಿತಿ ಹಾಳ ಯ 

ನಕಲ್ನನು ನಿೋಡಲಾಗನವುದನ ಮತ್ನು ಒಪಿಪಗ್  ಪತ್ಾಕ ಕ ಸಹಿ ಹಾಕನವಂತ  ಕ ೋಳಲಾಗನತ್ುದ . ನಿೋವು ಯಾವಾಗ ಬ ೋಕಾದರ  ಈ 



ಅಧ್ಯಯನದಿಂದ ಹಿಂದ  ಸರಿಯಬಹನದನ. ಹಿಂತ ಗ್ ದನಕ  ಳಳುವ ಅರ್ವಾ ಭಾಗವಹಿಸದಿರನವ ನಿರ್ಾಿರವು ನಿೋವು ಸಿವೋಕರಿಸನವ ಗನರ್ಮಟ್್ದ 

ಮೆೋಲ  ಪರಿಣಾಮ ಬೋರನವುದಿಲ್ಿ. 

ನ್ಾನನ ಭಾಗವಹಿಸಿದರ  ನನಗ್  ಏನ್ಾಗನತ್ುದ ? 

ನಿೋವು ಭಾಗವಹಿಸಲ್ನ ನಿಧ್ಿರಿಸಿದರ , ಮೊದಲ್ ದಿನ ಸಾವಾಬ್ಗಳನನು ತ ಗ್ ದನಕ  ಳುಲಾಗನತ್ುದ . ಮೃದನವಾದ ಲ ೈನರ್ಗಳಲ್ಲಿ ನ್ಾಯನ್   

ಗ್ಾಾಾಫೋನ್ ಆಕ ಸೈಡ್್ನ್  ಂದಿಗ್  ಸಂಯೋಜಿಸಲಾದ ಸರ್ಣ ಅಚ್ನಚ ಜಾಗವನನು ರರ್ಚಸನವ ಮ ಲ್ಕ ದಂತ್ಗಳನನು ನಿಮಗ್  ನಿೋಡಲಾಗನವುದನ. 
ಹಗಲ್ನ-ರಾತಿಾ ದಂತ್ಗಳನನು ಧ್ರಿಸಲ್ನ ಮತ್ನು ನ್ಾಲ್ನಕ ದಿನಗಳ ನಂತ್ರ ಆಸಪತ ಾಗ್  ವರದಿ ಮಾಡಲ್ನ ನಿಮಮನನು ಕ ೋಳಲಾಗನತ್ುದ . 
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