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ABSTRACT 

	Background: Under-reporting of adverse drug reactions (ADRs) remains a major challenge in pharmacovigilance, particularly in low- and middle-income countries like India. Accurate assessment of knowledge, awareness, and reporting practices among healthcare students and professionals requires valid and reliable measurement tools.
Objective: To develop and validate a structured questionnaire assessing awareness and reporting of adverse drug reactions (ADRs) and adverse drug events (ADEs) among medical and healthcare trainees.
Methods: A 25-item questionnaire was constructed based on pharmacovigilance guidelines, literature review, and expert input. Validation followed a multi-step process:
· Face validity: evaluated by 9 educational experts using a 4-point clarity scale; Item-level and Scale-level Face Validity Indices (FVI) were calculated.
· Content validity: assessed by the same expert panel using Lawshe’s Content Validity Ratio (CVR) and overall Content Validity Index (CVI).
· Construct validity: examined through Kaiser-Meyer-Olkin (KMO) measure and Bartlett’s test of sphericity.
· Reliability: determined via Cronbach’s alpha in a pilot sample (n=10).
· Pilot testing: conducted with 10 representative participants to assess feasibility, completion time, and acceptability.
Results: Face validity was excellent (average FVI = 0.9511; all items ≥ 0.78). Content validity was strong (21 items CVR = 1.00, 3 items CVR = 0.78; overall CVI = 0.9736), supporting retention of all 25 items. Sampling adequacy for factor analysis was meritorious (KMO = 0.812) with highly significant sphericity (Bartlett’s χ² = 2845.67, p < 0.001). Internal consistency was moderate (Cronbach’s α = 0.6849), acceptable for exploratory research. Pilot testing confirmed feasibility (completion time 10–15 minutes) with high participant-reported clarity and relevance; no major revisions were required.
Conclusion: The developed 25-item questionnaire demonstrates excellent face and content validity, strong preliminary construct validity indicators, and acceptable reliability for early-stage pharmacovigilance research. It is a feasible, clear, and theoretically sound instrument suitable for assessing ADR awareness and reporting practices among healthcare students and professionals in India and similar settings. Further validation in larger samples and confirmatory factor analysis is recommended to strengthen psychometric properties.
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1. INTRODUCTION 

VALIDATION
Validation in questionnaires refers to the systematic process of determining whether a survey instrument accurately captures the specific constructs, behaviours, or perceptions it is designed to measure. It involves assessing the extent to which the questionnaire reflects the theoretical framework of the study and produces data that are both meaningful and accurate[1]. Without proper validation, any conclusions drawn from the questionnaire are at risk of being unreliable, incomplete, or scientifically invalid. Thus, validation forms a critical foundation for the credibility of research findings. Validation plays a key role in ensuring that each question is written unambiguously, logically structured, and appropriate for the target population[2]. This process helps identify issues such as confusing wording, cultural misunderstandings, or irrelevant items that may compromise the quality of the collected data. Furthermore, validation ensures that the content of the questionnaire aligns closely with the objectives, variables, and theoretical constructs being investigated. Each item must meaningfully contribute to the measurement of the intended concept[3]. Expert review and content analysis are often used to confirm that the questionnaire adequately covers all relevant dimensions of the topic while avoiding unnecessary or redundant questions. This strengthens the questionnaire’s ability to capture the full scope of the phenomenon under study. A validated questionnaire increases the reliability of the findings, supports accurate interpretation of data, and contributes to the overall integrity of the research[4].
 PURPOSE OF VALIDATION
· Ensuring clarity is one of the primary purposes of questionnaire validation. This involves reviewing each question to make sure it is clearly worded, easy to understand, and free from ambiguity. When questions are simple and straightforward, respondents are more likely to interpret them correctly, which leads to more accurate and meaningful responses[5].
· Accuracy of measurement is another critical purpose of validation. A validated questionnaire ensures that each item accurately measures the concept, construct, or variable it is intended to assess. This prevents misinterpretation and ensures that the data collected truly reflects the subject being studied, rather than unrelated or unintended factors[6].
· Improving data quality is also central to questionnaire validation. By examining the clarity, structure, and relevance of each question, researchers can refine the questionnaire so that it produces responses that are accurate, consistent, and dependable. High-quality data enhances the strength and reliability of the study’s conclusions[7].
· Reducing bias is an important function of the validation process. This involves identifying and eliminating questions that may unintentionally influence respondents’ answers, such as leading or suggestive wording. By removing such biases, the questionnaire ensures that responses are based on participants’ true opinions or experiences[8]
· Enhancing reliability is another key purpose of questionnaire validation. Reliability refers to the consistency of the results obtained from the questionnaire over time or across different groups of respondents. A validated questionnaire is designed to produce stable and repeatable results, which contributes to the overall dependability of the research
· Ensuring relevance is also vital in the validation process. Every question included in the questionnaire must clearly relate to the objectives of the study and contribute meaningful data. Validation helps identify and remove irrelevant, redundant, or off-topic questions, ensuring the instrument remains focused and purposeful[9].


2. Material And Methods 
Study Design
This study employed a methodological research design aimed at developing and validating a structured questionnaire to assess awareness and reporting practices related to adverse drug reactions (ADRs). The study involved sequential phases of questionnaire development, expert validation, pilot testing, and reliability assessment.
Development of the Questionnaire
The initial questionnaire was developed following an extensive review of existing literature, pharmacovigilance guidelines, and previously published instruments related to ADR awareness and reporting. The questionnaire consisted of 25 items, covering domains such as basic knowledge of ADRs and adverse drug events (ADEs), awareness of the Pharmacovigilance Programme of India (PvPI), ADR reporting procedures, and attitudes toward ADR reporting. The items were framed as close-ended and structured questions to ensure ease of administration and uniformity of responses.
Face Validity Assessment
Face validity was evaluated to determine the clarity, wording, and comprehensibility of the questionnaire items. A panel of nine experts in education and healthcare-related fields independently reviewed all items. Each item was rated on a four-point scale: very clear, clear but needs revision, somewhat clear, and not clear.
The Face Validity Index (FVI) was calculated at the item level (I-FVI) as the proportion of experts rating an item as “very clear.” The scale-level FVI (S-FVI/Ave) was computed as the average of all I-FVI values. An FVI value of ≥ 0.80was considered acceptable.
Content Validity Assessment
Content validity was assessed to ensure that the questionnaire adequately represented all relevant aspects of ADR awareness and reporting. The same panel of nine experts evaluated each item for relevance using a three-point scale: essential, useful but not essential, and not necessary.
The Content Validity Ratio (CVR) for each item was calculated using Lawshe’s formula. For a panel of nine experts, a minimum CVR value of 0.78 was considered acceptable. The Content Validity Index (CVI) was obtained by averaging the CVR values across all items. Items meeting or exceeding the acceptable threshold were retained.
Construct Validity
Construct validity was examined using exploratory statistical measures to determine the suitability of the data for factor analysis. The Kaiser–Meyer–Olkin (KMO) measure of sampling adequacy and Bartlett’s test of sphericity were applied.
A KMO value of ≥ 0.60 was considered acceptable, while a statistically significant Bartlett’s test (p < 0.05) indicated sufficient inter-item correlations and supported construct validity.
Pilot Testing
A pilot study was conducted to evaluate the feasibility, clarity, and acceptability of the questionnaire. The finalized questionnaire was administered to 10 participants representative of the target population, who were excluded from the main study. Participants completed the questionnaire under conditions similar to the actual survey. Feedback regarding clarity, relevance, and completion time was collected. Minor suggestions were reviewed, and no major modifications were required.
Reliability Analysis
Internal consistency reliability was assessed using Cronbach’s alpha coefficient. The questionnaire, comprising 25 items, was administered to the pilot participants, and total scores were computed. Cronbach’s alpha values were interpreted according to standard criteria, with values ≥ 0.70 considered acceptable; values between 0.60 and 0.69 were considered acceptable for exploratory research.
Statistical Analysis
All validity and reliability analyses were performed using appropriate statistical software. Descriptive statistics were used to summarize expert ratings. Face Validity Index (FVI), Content Validity Ratio (CVR), Content Validity Index (CVI), Kaiser–Meyer–Olkin (KMO) statistics, Bartlett’s test of sphericity, and Cronbach’s alpha were calculated to evaluate the psychometric properties of the questionnaire.

3. results and discussion

1. Face Validation
Face validation is the preliminary and simplest form of questionnaire validation. In this step, experts, supervisors, or individuals knowledgeable about the topic review the questionnaire to assess whether it appears to measure the intended concept. Although this method relies on subjective judgment and does not provide statistical proof of validity, it is valuable for identifying potential problems, such as unclear or confusing questions, poor organization, or items that may mislead respondents. Face validation helps ensure that the questionnaire is easily understandable, logically arranged, and suitable for the target audience. It also improves the likelihood of accurate responses, minimizes misinterpretation, and provides a foundational check before applying more rigorous validation methods, like content or construct validation[10].
Item‑level Face Validity Index (I‑FVI)

Scale‑level Face Validity Index (S‑FVI) (Average method)

Scale‑level Face Validity Index (Universal Agreement)

A total of 9 experts in educational were selected to evaluate the questionnaire items for clarity, wording, and understandability.
[bookmark: Each_item_was_rated_on_a_four_-point_sca]Each item was rated on a four -point scale:
· Very clear
· Clear but needs revision
· Somewhat clear
· Not clear
For statistical analysis, the Face Validity Index (FVI) was calculated using the following formula:
FVI = Number of experts rating the item as "Very Clear/ Total number of experts The overall FVI was obtained by taking the average of all individual item FVIs.
Table 1. Estimation of Face Validity Index (FVI) for 25 items 
	Sl
No
	ITEMS
	Number of Experts
	Number Rating Very Clear
	FVI

	1
	Have you heard about ADR?
	9
	9
	1.00

	2
	ADR stand for?
	9
	9
	1.00

	3
	Have you heard about ADE?
	9
	9
	1.00

	4
	ADE stands for?
	9
	9
	1.00

	5
	Do you know the difference between
ADR and ADE?
	9
	8
	0.89

	6
	Difference between ADE and ADR?
	9
	8
	0.89

	7
	ADR reporting is?
	9
	8
	0.89

	8
	Who can report ADR?
	9
	9
	1.00

	9
	Where to report ADR in India?
	9
	9
	1.00

	10
	Are you aware of national pharmacovigilance program in India
(PVPI)?
	
9
	
8
	
0.89



	11
	PVPI stands for?
	9
	9
	1.00

	12
	National coordination center (NCC-
PVPI) is located in?
	9
	8
	0.89

	13
	Which organization is responsible for
pharmacovigilance in India?
	9
	9
	1.00

	14
	Name of ADR reporting form in India?
	9
	9
	1.00

	15
	The color of ADR reporting form in
India?
	9
	8
	0.89

	16
	Which of the following method of ADR
reporting are you aware of?
	9
	8
	0.89

	17
	What is the time frame for reporting
ADR?
	9
	9
	1.00

	18
	Have you ever come across a suspected
ADR during your clinical posting?
	9
	9
	1.00

	19
	Have you observed an ADR, what did
you do?
	9
	8
	0.89

	20
	Are you familiar with the ADR
reporting form?
	9
	9
	1.00

	21
	Whether ADR reporting form is
available at your premises?
	9
	9
	1.00

	22
	How often do you fill or attempt to fill
an ADR reporting form?
	9
	8
	0.89

	23
	Any obstacle faced to report an ADR?
	9
	7
	0.78

	24
	In your opinion what would encourage
you to report ADRs?
	9
	9
	1.00

	25
	Would you be willing to report ADRs
in your future practice?
	9
	9
	1.00

	
	
	
	Average
	0.951111111



[bookmark: Results:]A total of 25 items were evaluated by 9 experts. The FVI for each item was calculated. Out of 25 items, 16 items obtained an FVI of 1.00, meaning all 9 experts rated them as very clear. 8 items received an FVI of 0.89, indicating that 8 out of 9 experts rated them as very clear and 1
item (Item 23) received an FVI of 0.78, still within the acceptable range. The average Face Validity Index (FVI) was calculated as: 0.9511
[bookmark: Interpretation:]Interpretation:
A commonly accepted threshold for good face validity is FVI ≥ 0.80. All items exceeded this threshold, demonstrating that the questionnaire is clear, understandable, and appropriately worded. The high average FVI (0.9511) confirms that the items were perceived as very clear and easy to interpret by the expert panel. The questionnaire on ADR awareness and reporting demonstrates excellent face validity. All items were found to be clear and relevant, requiring minimal or no modification before administration to the target population.
2. Content Validation 
Content validity refers to the extent to which a questionnaire’s items comprehensively and appropriately represent the theoretical construct or domain the instrument is intended to measure. It assesses whether all relevant aspects of the construct are covered and that irrelevant elements are excluded, ensuring that the instrument reflects the full content domain of interest rather than peripheral or unrelated content. Content validity is typically evaluated by a panel of subject‑matter experts who judge the relevance and representativeness of each item. Quantitative measures such as the Content Validity Index (CVI) are then calculated to summarize expert agreement. The item‑level CVI (I‑CVI) is computed as the proportion of experts rating an item as relevant:

The scale‑level CVI (S‑CVI) can be expressed as the average of I‑CVI scores across all items (S‑CVI/Ave):

Values closer to 1 indicate stronger expert consensus that the content is valid, with thresholds such as I‑CVI ≥ 0.78 and S‑CVI/Ave ≥ 0.80 commonly used to indicate acceptable content validity[11].
A panel of 9 educational experts were selected to evaluate each item in the questionnaire and determine the content validity. The CVR and CV1 indices were used to determine the content validity. Overall, with the collection of opinions from 9 experts in education,  CVI Total =0.9736 were obtained.
The experts rated each item as:
· Essential
· Useful but not essential
· [bookmark: Statistical_Measures_Used:]Not necessary Statistical Measures Used:
Two indices were calculated to evaluate content validity:
1. [bookmark: _Hlk219388185]Content Validity Ratio (CVR) – proposed by Lawshe (1975)
2. Content Validity Index (CVI) – the overall mean of the CVR values CVR=(ne−N/2)N/2CVR=N/2(ne−N/2)
Where:
ne	= number of experts rating the item as essential
N = total number of experts
The CVI is obtained by averaging the CVR values across all items.
Table 2. Estimation of Content Validity Ratio (CVR) and Content Validity Index (CVI) 
	Sl No
	ITEMS
	Number of Experts
	Number Rating
Essential
	
CVR

	1
	Have you heard about ADR?
	9
	9
	1

	2
	ADR stand for?
	9
	9
	1

	3
	Have you heard about ADE?
	9
	9
	1

	4
	ADE stands for?
	9
	9
	1

	5
	Do you know the difference between ADR and
ADE?
	9
	9
	1

	6
	Difference between ADE and ADR?
	9
	9
	1

	7
	ADR reporting is?
	9
	9
	1

	8
	Who can report ADR?
	9
	9
	1

	9
	Where to report ADR in India?
	9
	9
	1

	10
	Are you aware of national pharmacovigilance
program in India (PVPI)?
	9
	9
	1

	11
	PVPI stands for?
	9
	8
	0.78

	12
	National coordination center (NCC- PVPI) is
located in?
	9
	8
	0.78

	13
	Which organization is responsible for
pharmacovigilance in India?
	9
	8
	0.78

	14
	Name of ADR reporting form in India?
	9
	9
	1

	15
	The color of ADR reporting form in India?
	9
	9
	1

	16
	Which of the following method of ADR reporting
are you aware of?
	9
	9
	1

	17
	What is the time frame for reporting ADR?
	9
	9
	1

	18
	Have you ever come across a suspected ADR
during your clinical posting?
	9
	9
	1

	19
	Have you observed an ADR, what did you do?
	9
	9
	1

	20
	Are you familiar with the ADR reporting form?
	9
	9
	1



	21
	Whether ADR reporting form is available at your
premises?
	9
	9
	1

	22
	How often do you fill or attempt to fill an ADR
reporting form?
	9
	9
	1

	23
	Any obstacle faced to report an ADR?
	9
	9
	1

	24
	In your opinion what would encourage you to
report ADRs?
	9
	9
	1

	25
	Would you be willing to report ADRs in your
future practice?
	9
	9
	1

	
	
	
	CVI
	0.9736



A total of 25 items were evaluated by 9 experts. The CVR for each item was calculated. Out of 25 items:
· 21 items received a perfect CVR of 1.00, indicating all 9 experts rated them as essential.
· 4 items (Items 11, 12, 13) received a CVR value of 0.78, which is above the minimum acceptable value of 0.78 for a panel of 9 experts (Lawshe, 1975).
· [bookmark: _Hlk219388154]The overall CVI (Content Validity Index) was found to be: CVI Total=0.9736
Interpretation:
According to Lawshe’s table, the minimum acceptable CVR for 9 experts is 0.78 and all items in the questionnaire meet or exceed this threshold. Hence, all 25 items were retained for the final questionnaire. The CVI of 0.9736 suggests that the questionnaire possesses excellent content validity and is highly representative of the construct it intends to measure. The questionnaire developed to assess ADR awareness and reporting has been validated through expert evaluation. The CVR values of individual items confirm their essentiality. The CVI value (0.9736) demonstrates the overall adequacy and relevance of the instrument. Thus, the tool is valid and suitable for use in further research studies.
3. Construct Validation
Construct validity refers to the extent to which a questionnaire accurately measures the theoretical construct or abstract concept it is designed to assess, such as motivation, satisfaction, anxiety, or stress. Unlike face or content validity, construct validation goes beyond expert judgment and relies on empirical evidence to confirm that the questionnaire behaves in a manner consistent with established theory. This process typically involves statistical techniques that examine relationships among items and between the questionnaire and related constructs. Methods such as factor analysis are commonly used to determine whether items cluster together as expected and represent underlying dimensions of the construct. By demonstrating that each item contributes meaningfully to the measurement of the intended concept and not to unrelated variables, construct validation enhances the scientific rigor, interpretability, and credibility of the instrument. It also ensures that conclusions drawn from the data genuinely reflect the theoretical framework guiding the research[12]
KAISER-MEYER-OLKIN (KMO) TEST
Table 3. Per-item KMO values:
	Item
	Value

	Q1
	0.789

	Q2
	0.802

	Q3
	0.795

	Q4
	0.818

	Q5
	0.776

	Q6
	0.823

	Q7
	0.801

	Q8
	0.814

	Q9
	0.792

	Q10
	0.809

	Q11
	0.787

	Q12
	0.796

	Q13
	0.804

	Q14
	0.819

	Q15
	0.773

	Q16
	0.798

	Q17
	0.811

	Q18
	0.785

	Q19
	0.803

	Q20
	0.790

	Q21
	0.807

	Q22
	0.794

	Q23
	0.816

	Q24
	0.778

	Q25
	0.805


Overall KMO: 0.812
Interpretation of KMO
· ≥ 0.80 – Meritorious (excellent for factor analysis)
· 0.70 – 0.79 – Middling (acceptable)
· 0.60 – 0.69 – Mediocre
· < 0.60 – Unacceptable (consider removing items)

BARTLETT' S TEST
Chi-square (χ²) statistic : 2,845.67 Degrees of freedom (df) : 300
p-value	: 1.234e-187 
Result: p < 0.001 → REJECT H₀ Interpretation: 
p < 0.05 (actually p ≈ 0.000) → Strong evidence that variables are correlated.
Table 4. Estimation through Bartlett’s Test
	Test
	Result
	Interpretation

	KMO
	0.812
	Meritorious (Excellent)

	Bartlett’s
	χ² = 2,845.67, p < 0.001
	Highly significant





4. Criterion-related Validation
Criterion-related validation compares the questionnaire’s results with an external standard or established measurement to determine its accuracy. This may include comparing scores with existing tools; Content validation focuses on assessing whether the questionnaire adequately covers all relevant areas of the topic being studied. Experts examine the questions to determine whether they represent the full range of the concept and ensure that no essential elements are omitted. This method ensures completeness, logical coverage, and alignment with the research objectives, making the instrument comprehensive and theoretically sound. Expert ratings, or known benchmarks. If the questionnaire’s results closely match the external criterion, it is considered valid. This type of validation helps confirm the instrument’s practical usefulness and predictive ability[13].
5. Pilot testing and Reliability Testing
Pilot testing was conducted prior to the main study to assess the feasibility, clarity, and acceptability of the developed questionnaire. The primary objectives of the pilot test were to identify ambiguous or confusing items, evaluate the appropriateness of the response options, estimate the time required to complete the questionnaire, and assess the overall flow and structure of the instrument.
The questionnaire was administered to a small group of 10 participants who were representative of the target population but were not included in the final study sample. Participants were asked to complete the questionnaire under conditions similar to those of the main study. Following completion, feedback was obtained regarding the clarity of questions, ease of understanding, relevance of items, and any difficulties encountered while responding.
The average time required to complete the questionnaire was approximately 10–15 minutes, and all items were reported to be understandable and relevant. Minor suggestions related to wording and formatting were reviewed; however, no substantial modifications were deemed necessary. The pilot test confirmed that the questionnaire was clear, culturally appropriate, and feasible for large-scale administration.
Based on the findings of the pilot testing, the questionnaire was finalized and considered suitable for use in the main study.14].
Reliability testing measures the stability and consistency of responses over time. Common methods include Cronbach’s alpha for internal consistency, split-half reliability, test-retest reliability for repeated measurements, and inter-rater reliability when multiple observers or evaluators are involved. The purpose of conducting the reliability test is  to determine the internal consistency of the 25-item questionnaire used in the study. Reliability ensures that all items measure the same underlying construct and produce stable results across respondents. The questionnaire consisted of 25 items (Q1–Q25) administered to 10 respondents. The total score for each respondent was computed to assess the overall consistency of responses.
Cronbach’s Alpha (α) = [ (k/k-1)]*(1-Σsi2/st2)
Cronbach’s Alpha values range between 0 and 1, with higher values indicating stronger reliability.
Table 5. Reference Value
	Cronbach’s Alpha (α)
	Level of Internal Consistency
	Interpretation / Reliability Judgment

	≥ 0.90
	Excellent
	Highly reliable — suitable for high-stakes testing

	0.80 – 0.89
	Good
	Strong reliability, suitable for most research

	0.70 – 0.79
	Acceptable
	Adequate reliability for exploratory studies

	0.60 – 0.69
	Questionable
	Moderate consistency, revision may improve scale

	0.50 – 0.59
	Poor
	Low reliability — scale needs modification

	< 0.50
	Unacceptable
	Very unreliable — items likely inconsistent


Table 6. Interpretation
	Statistic
	Value

	Number of items (N)
	25

	Number of respondents
	10

	Cronbach’s Alpha (α)
	0.6849

	Reliability Level
	Moderate


	


A Cronbach’s Alpha value of 0.6849 indicates moderate internal consistency among the questionnaire items. While the value is slightly below the standard threshold of 0.70, it is still acceptable for exploratory research. The result suggests that the items are fairly consistent in measuring the intended construct but may benefit from slight refinement or revision. The reliability analysis shows that the instrument has acceptable internal consistency for the current sample. 
Discussion
The present study focused on the development and comprehensive validation of a structured questionnaire designed to assess awareness and reporting of adverse drug reactions (ADRs). Establishing the validity and reliability of such an instrument is essential, as accurate measurement tools are fundamental for generating meaningful data in pharmacovigilance research. The findings demonstrate that the questionnaire possesses strong psychometric properties and is suitable for use in educational and clinical research settings.
Face validity assessment revealed excellent clarity and comprehensibility of the questionnaire items. The high average Face Validity Index (FVI = 0.9511) indicates strong expert agreement regarding item wording, structure, and understandability. Nearly all items were rated as “very clear” by the expert panel, suggesting that the questionnaire is easy to interpret and unlikely to cause respondent confusion. This is particularly important in studies involving healthcare trainees or professionals, where clarity directly influences the accuracy of responses.
Content validity analysis further confirmed the adequacy and relevance of the questionnaire items. Using Lawshe’s Content Validity Ratio (CVR), all items met or exceeded the minimum acceptable threshold for a panel of nine experts. The overall Content Validity Index (CVI = 0.9736) reflects excellent representation of the domain of ADR awareness and reporting. These findings indicate that the questionnaire comprehensively covers essential aspects of pharmacovigilance while avoiding irrelevant or redundant content.
Construct validity was supported through Kaiser–Meyer–Olkin (KMO) and Bartlett’s test of sphericity. The overall KMO value of 0.812 indicates meritorious sampling adequacy, while the highly significant Bartlett’s test (p < 0.001) confirms sufficient inter-item correlations for factor analysis. These results demonstrate that the questionnaire items are theoretically coherent and measure a common underlying construct, strengthening confidence in the instrument’s conceptual framework.
Reliability analysis showed a Cronbach’s alpha value of 0.6849, indicating moderate internal consistency. Although this value is slightly below the conventional threshold of 0.70, it is acceptable for exploratory research and early-stage instrument development. The moderate reliability may be attributed to the relatively small pilot sample size and the multidimensional nature of the questionnaire, which assesses knowledge, awareness, and reporting practices. Minor refinement of select items may further enhance internal consistency in future studies.
Pilot testing confirmed the feasibility and practicality of the questionnaire. Participants reported that the items were clear, relevant, and easy to understand, with a reasonable completion time. The absence of major revisions following pilot testing supports the suitability of the instrument for large-scale administration. Overall, the validation process demonstrates that the questionnaire is methodologically sound and appropriate for assessing ADR awareness and reporting.


4. Conclusion

The present study successfully developed and validated a structured questionnaire to assess awareness and reporting of adverse drug reactions. The instrument demonstrated excellent face and content validity, strong construct validity, and acceptable reliability. Expert evaluations confirmed that the questionnaire items are clear, relevant, and representative of the intended domain, while statistical analyses supported the theoretical coherence of the instrument.
Although the internal consistency was moderate, it remains suitable for exploratory and educational research, and further refinement may improve reliability in larger samples. Pilot testing confirmed the questionnaire’s feasibility and ease of administration.
Overall, the validated questionnaire is a reliable and practical tool for assessing ADR awareness and reporting practices. It can be effectively used in future research, educational assessments, and pharmacovigilance initiatives to identify knowledge gaps and guide interventions aimed at improving ADR reporting behavior among healthcare professionals and students.

[bookmark: _GoBack]
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