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1.0 [bookmark: _Toc160355648]Introduction
This proposal has the aim to present the reasons behind the research idea on the impact that regulation on specialized training of staff involved in Botox and facial filler procedures has on the patient’s safety and wellbeing and how the training affects the occurrence of adverse effects in these procedures. The proposal will show the main topics which will be covered in the research project and describe the the methodology used in gathering and analyzing the data relevant to this research, the main risks and challenges and the resources used for the research.
1.1 [bookmark: _Toc160355649]Background and rationale
With the increasing interest and popularity of cosmetic medicine, using minimal invasive procedures, especially Botox and facial filling procedures, the need for skilled practitioners to perform these procedures increased and because of the high demand, the prices also increased. This, together with regulation gaps, allowed poorly trained and unskilled practitioners to offer these procedures at lower prices attracting more customers unaware of the dangers they are exposed to. However, while the benefits provided by these procedures are very clear, there is a multitude of potential risks, complications and adverse effects, which can be associated with untrained administration of the treatment. Therefore, it became very important to investigate the connection between the training received by the practitioners and the appearance of these adverse effects at customers after receiving such cosmetic treatments, in order to provide well documented and evidence-based recommendation to improve the safety and minimize the dangers on patients’ health.
Different researchers conducted medical studies regarding the benefits, risks, adverse effects of Botox and facial fillers, causes and how to treat these side effects. Careta et al. (2015)  in their case study, underline the need for “a qualified health professional” to perform these types of procedures, which would help prevent apparition of these severe complications. 
In his paper about the use of Botulinum Toxin in Facial Esthetic Surgery, Hong (2023) expresses the public consensus of expert practitioners in setting “appropriate guidelines” used for training of the staff performing this type of procedures.
Another report published in the Journal of Plastic, Reconstructive & Aesthetic Surgery in 2022, points out the need of legislative enhancements and changes in product licensing, staff training and qualification and public education in regards to Cosmetic intervention (Zargaran, et al., 2022).
1.2 [bookmark: _Toc160355650]Literature Review
When analyzing the literature on non-invasive cosmetic procedures, such as Botox and facial filling, and the risks of complication and adverse effects, most of the researchers agree that, while the risks are there, these procedures are safe, effective and serious side effects can be avoided, if performed by a highly trained and skilled practitioners (Gupta, et al., 2022, Kroumpouzos, et al., 2021). Various case studies of different complications, show that most of the adverse reactions are mild and short term, and do not require any additional treatment. In a number of cases, the effects can be more impactful and have a longer impact in the life quality of the patient requiring supplementary treatment (Witmanowski & Błochowiak, 2020). In a limited number of cases, there are life threatening effects which require long term treatment and repeated procedures, most often very expensive and complicated, in order for the patient to regain a normal life. However, most studies have concluded that, with proper training on human anatomy, characteristics, indications and contraindications of the products and how to prevent complications, most of the undesired side effects are avoidable  (Funt & Pavicic, 2013 , Gupta, et al., 2022).
1.3 [bookmark: _Toc160355651]Aims and Objectives
This study has the main purpose to analyze the connection between highly specialized training of the staff involved in performing Botox and facial filling procedures and the apparition of the adverse side effects.
The objectives of the study are:
- To analyze the frequency and types of complications associated with Botox and filler procedures across different regions and correlate them with the level of regulatory oversight.
- To investigate patient satisfaction levels post-procedure and identify key factors influencing their perception of service quality.
- To assess the competency and qualification frameworks for cosmetic practitioners in various countries and their effect on practice standards.

2.0 [bookmark: _Toc160355652]Research Design 
2.1 [bookmark: _Toc160355653] Methodology 
Doing research in health care requires a specific approach, based on the main purpose of Health Care - the need to find solutions to medical problems and improve the life of patients. Using quantitative and qualitative methods complementary allows gathering data from the two perspectives, which provides a a deeper and wider understanding and corroboration of the results (SCHOONENBOOM & JOHNSON, 2017). 
2.2 [bookmark: _Toc160355654]Philosophy
This study will use pragmatism as underlined by Saunders et al (2016). This philosophy allows the researcher to combine both positivism and interpretivism philosophies, focusing more on the practical aspects of the study than the theories and choose the best method based on the aims and objectives of the study (Jayasuriya, 2023). This would allow the researcher to provide its own solutions and ideas to the identified issues based on the outcomes of the study (Guthrie, 2010)
2.3 [bookmark: _Toc160355655] Research approach
The research approach will be inductive, studying “how things work” without bias, and issue its own conclusions based on the data analysis and interpretation (Bradley, et al., 2007).
2.4 [bookmark: _Toc160355656] Data collection
Mixed methods of data collection will be used. Questionnaires will be used to gather data regarding patient experiences, adverse effects occurrence and severity, practitioners’ background, level of training and experience. The question sets will be compiled based on the research of case studies and literature review and on the target group.   
Another source of collecting data will be official statistics from relevant public medical boards and case studies.
2.5 [bookmark: _Toc160355657] Sample
The sample will be comprised from two different groups – the practitioners engaged in providing Botox and facial filling procedures on one hand and patients which received these types of procedure.
2.6 [bookmark: _Toc160355658] Data analysis
Quantitative data will be used to compile graphs and statistics which will provide insights in the patterns and trends of the adverse effects in relation to the training level and experience of the practitioners, impact on the healthcare system, necessity of continuous training and more severe regulations, while the qualitative data will provide insights regarding the patients’ experiences, attitudes, and expectations for the service quality, decision making process in choosing a practice and others. 

3.0 [bookmark: _Toc160355659]Limitations and Ethical Risk

3.1 [bookmark: _Toc160355660] Resource Limitations
There might be limitations due to time constraints and funding, which would require that interviews and questionnaire to be applied only on limited sample groups. This would affect the accuracy of the results. To overcome this issue, the study should begin immediately to allow gathering enough data for an accurate analysis. 
3.2 [bookmark: _Toc160355661] Ethical considerations
During the interviews, the researcher will ensure that collection of data is done after receiving the informed consent of the participants, observing the GDPR laws and regulation, in full confidentiality and anonymity (Guthrie, 2010).
3.3 [bookmark: _Toc160355662] Reliability and Validity
To ensure reliability of results, the researcher will ensure that all processes are planned accordingly and no bias or external influence will impact the data collected from the participants. 

4.0 [bookmark: _Toc160355663]Resources and planning
4.1 [bookmark: _Toc160355664] Resources
A multitude of resources will be used by the researcher to gather relevant data and information. Secondary data will be gathered by researching different reports and studies conducted under the supervision of medical and health institutes from different countries, case studies published in specialty journals by Esthetic surgeons. Using this data from reliable sources, the researcher will create questionnaires which will be then used to gather primary data from groups of practitioners and clients, willing to participate in the study. This process will guarantee that the gathered data and consequently the results of the study are reliable, allowing the researcher to provide reliable conclusions and a valid action plan for future actions.  
4.2 [bookmark: _Toc160355665] Tools
For this study the researcher will use different tools such as
· Gantt charts – used to track progress on the tasks and respect the dealines (Annexes)
· Microsoft office package – Excel, Word, PowerPoint
· Survey and questionnaire tools – Google forms or Microsoft Form


5.0 [bookmark: _Annexes][bookmark: _Toc160355666]Annexes 
[image: ]
Figure 5‑1 Gantt chart - March schedule[image: ]
Figure 5‑2 Gantt chart - April schedule
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Figure 5‑3 Gantt Chart - May schedule[image: ]
Figure 5‑4 Gantt Chart - June Schedule
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Research and gather 

secondary data 

Low Risk 0% 03-03-24 7

Indentify relevant studies and 

reports

On Track 0% 03-03-24 3

Review and extract relevant 

informations

On Track 0% 06-03-24 3

Compile findings On Track 0% 09-03-24 1

Questionnaire 

development

Med Risk 0% 10-03-24 12

Draft intial questionnaire for 

practitioners

On Track 0% 10-03-24 5

Draft intial questionnaire for 

patients

On Track 0% 15-03-24 5

Review and refine On Track 0% 20-03-24 2
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Pilot Testing
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Recruit sample group of 

practitioners

On Track 0% 01-04-24 3

Recruit sample group of 

practitioners

On Track 0% 01-04-24 3

Send questionnaires On Track 0% 04-04-24 1

Collect feedback  On Track 0% 05-04-24 2

Revise questionnaires On Track 0% 07-04-24 1

Questionnaire 

distribution

Low Risk 0% 08-04-24 16

Distribute questionnaires to 

target groups

On Track 0% 08-04-24 1

Follow up On Track 0% 09-04-24 14

Close date for  On Track 0% 23-04-24 1

Data collection and 

Analysis

On Track 0% 24-04-24 7

Organize reports and create 

charts and statistics

On Track 0% 24-04-24 3
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Report Writing

Low Risk 0% 01-05-24 31

Draft creation - outline, 

methodology,findings, 

conclusions

On Track 0% 01-05-24 14

Review and revise report 

based on feedback

On Track 0% 15-05-24 3

Finalize report for 

submission/presentation

On Track 0% 18-05-24 14

High risk Unassigned On track Low risk Med risk


