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Template for Writing Diagnostic Test Accuracy Protocol for PhD Degree 

 

 

General information: 

 

1-The protocol should be written in “Times new Roman” Font 12, with normal page layout margins, justified 

paragraph style and line spacing of 1.15. Titles should be written in Bold “Times new Roman” Font 14 and 

subtitles in Bold “Times new Roman” Font 12. 

2-Each section of the protocol (Introduction, Aim, Methods, …) should start in a separate page. 

3-The page numbering of the protocol should be at the bottom center of each page.  

4-Title page and protocol checklist should not be numbered. 

5- The candidate should add the page number of each item in the checklist. 

6- The reviewer checks each item in the checklist and writes  if the item is fulfilled. 

7- Words in blue are to be replaced by the relevant data. 
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Title (identified as a study of diagnostic accuracy using at least one measure of accuracy) 

 

Arabic Title: An Arabic translation of the English title 
 
 
 

 
 

Protocol submitted to  

Faculty of Dentistry, Cairo University 

for partial fulfillment of the requirements for the PhD Degree in ………..  

 

By 

(Name, Affiliation and degrees) 

 
 

2018 

 

 
 

 
Supervisors‟ signature Head of department‟s signature 

1- 
 

 

2- 
 

 

3- 
 

 

  
Date  
  

 

 
 

Code:  
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Protocol checklist 

Section and topic 
Item 

no. 
Checked item 

Reported 

on page No. 

Reviewer’s 

check 

I. Administrative information 

1 Title    

2 Protocol registration   

3 Protocol version   

4 Funding   

5 Roles and responsibilities   

 

II. Introduction 

 

 

6 

Research question   

Rationale   

Intended & clinical role of index test   

Review of literature   

7 
Study objectives    

Hypothesis   

 

 III. Methods 

 

A) Trial design  8 Prospective or retrospective   

B) Participants 

9 Eligibility criteria    

10 On what bases were participants 

identified 

  

11 Where and when eligible participants 

were identified 

  

12 Did participants form a consecutive, 

random or convenience series  

  

C) Test methods  

 

13a Index test, in sufficient detail to allow 

replication 

  

13 b Reference standard, in sufficient detail 

to allow replication 

  

14 Rationale for choosing the reference 

standard  

  

 

15 

Definition and rationale for test 

positivity cut-offs of the index test & 

reference standard 

  

 

16 a 

Whether clinical information & 

reference standard results will be 

available to the performers or readers of 

the index test. 

  

 

16 b 

Whether clinical information and index 

test results will be available to the 

assessors of the reference standard. 

  

 

D) Statistical analysis 

 

17 Methods for measuring diagnostic 

accuracy 

  

  18 How in determine index test or reference 

standard will be handled 

  

19 How missing data will be handled   

20 Sample size calculation   
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IV. Ethics and dissemination 

 

 21 Research ethics approval   

 22 Protocol amendments   

 23 Informed Consent    

 24 Confidentiality   

 25 Declaration of interests   

 26 Access to data   

 27 Dissemination policy   

 

V. Appendices 

 

 28 Informed consent materials   

 29 Biological specimens   

 

VI. Statement of originality   30 Statement of originality    

VII. References 

 

    

 

Evidence based committee 

 

Name Signature Date 

1.   

2.   

 

Research plan committee 

 

Name Signature Date 

1.   

2.   
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I. Administrative information: 

1. Title:  

Descriptive title identified as a study of diagnostic accuracy using at least one measure of 

accuracy. This can be performed by using terms in the title and/or abstract that refer to 

measures of diagnostic accuracy, such as „sensitivity‟, „specificity‟, „positive predictive 

value‟, „negative predictive value‟, „area under the ROC curve (AUC)‟ or „likelihood ratio‟.  

2. Protocol Registration:  

Site and registration number of the protocol should be reported before final approval of the 

protocol (e.g. Clinicaltrials.gov: NCT01066572). 

3. Protocol version:  

Date and version identifier. (e.g. 25 Jul 2018 Protocol.  Version number: 5) 

4. Funding:  

A description of the sources of financial and non-financial (material) support. 

5. Roles and responsibilities: 

Names, affiliations, and actual roles of candidate and all supervisors.  

Roles: e.g. main supervisor, co-supervisor 

Responsibilities: e.g. initiated the study idea and point of research, will help revise the 

manuscript, will perform the test, will provide statistical expertise in study.  

Name and contact information for trial sponsor (Cairo University) 

II. Introduction: 

6. Background and rationale: 

 

-It is a description of the scientific and clinical background of the study 

 

This section should clearly include the following titles separately: 

 

Research question: Research question should be clear, properly formulated and well 

structured followed with a question mark at the end (PIRT format). 

 

Rationale: Detailed justification for the study should be clearly stated including why the 

research needs to be conducted. Refer to previous work on the topic, remaining uncertainty 

and the clinical implications of this knowledge gap. How the proposed study will help fill the 

gap of knowledge in the literature.  

 

Intended use of the index test: Clarify the intended use of the “index test” (test under 

evaluation). The intended use of a test can be diagnosis, screening, staging, monitoring, 

prognosis, or treatment selection.  

 

Clinical role of the index test: Clarify the clinical role of the “index test” under evaluation 
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relative to other tests in the clinical setting,  e.g. because it is less costly or burdensome. A 

new test may be used to replace an existing test.  

 

Review of literature: Review briefly the existing body of knowledge on the topic (but not in 

details). Review previous related studies highlighting inadequacies in the body of evidence. 

 

7. Study objectives and hypotheses: 

The aim of the study includes hypothesis and objectives 

-When comparing two or more index tests, statistical hypotheses are defined in terms of 

superiority, equality or non-inferiority in accuracy.  

-For single index tests, statistical hypotheses are defined in terms of acceptability criteria 

(minimum levels of sensitivity, specificity).  

-A hypothesis generally includes a quantitative expression of the expected value of the 

diagnostic parameter.  

-The objectives should be clear & very precise, only a few sentences long.  

 

III. Methods: 

A) Trial design 

8. Specify whether data collection will be planned before the index test and reference 

standard be performed (prospective study) or after (retrospective study).  

-Sometimes, the idea for a study originates when patients have already undergone the index 

test and the reference standard. If so, data collection relies on extracting data from patient 

charts (retrospective study).  

 

B) Participants: 

9. Eligibility criteria: 

Eligibility criteria for study participants i.e. Inclusion and exclusion criteria for participants. 

Study must include a complete description of the criteria that were used to identify eligible 

participants. Eligibility criteria are usually related to the nature and stage of the target 

condition and the intended future use of the index test; they often include the signs, 

symptoms or previous test results that generate the suspicion about the target condition. 

  

10. On what basis potentially eligible participants will be identified: 

Describe how the researcher identified eligible participants, such as symptoms, results from 

previous tests, or searching hospital databases for patients that underwent the index test and 

the reference standard. 

 

11. Where and when potentially eligible participants will be identified 

(setting, location and dates)  

Report the actual setting in which the study will be performed, as well as the exact locations: 

names of the participating centers, city and country.  

Report the anticipated start and end dates of participant recruitment.  
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12. Whether participants formed a consecutive, random or convenience 

series: 

The included study participants will be enrolled in the study either by: 

-A consecutive series of all patients evaluated for eligibility at the study location and 

satisfying the inclusion criteria, where participants will be enrolled based on their 

accessibility to the clinical investigator.  

or  

-A subselection of all patients evaluated for eligibility, which can be purely random, by using 

a random numbers table, or less random, if patients are only enrolled on specific days.  

 

C) Test method: 

13. Index test & reference standard in sufficient detail to allow replication  

-Describe the methods for executing the index test and reference standard, in sufficient detail 

to allow other researchers to replicate the study. The description should cover details of:  

A. The preanalytical phase, e.g., patient preparation such as fasting/feeding status prior to 

blood sampling, the handling of the sample prior to testing, or the anatomic site of 

measurement.  

B. The analytical phase, including materials, instruments and analytical procedures. 

C. The postanalytical phase, such as calculations of risk scores.  

-Information about the number, amount of training and expertise of the persons who will 

execute and read the index test and the reference standard as prior training improves 

interpretation and reduce interobserver variation.  

 

14. Rationale for choosing the reference standard  

The reference standard is used for establishing the presence or absence of the target condition 

in study participants. Several reference standards may be available to define the same target 

condition. Protocol should provide rationale for selecting the specific reference standard from 

the available alternatives.  

 

15. Definition and rationale for test positivity cut-offs of the index test & 

reference standard: 

The threshold (test positivity cut-off) could be either prespecified or explored. 

If prespecified, define how this threshold was based on; (1) previous studies, (2) cut-offs used 

in clinical practice, (3) thresholds recommended by clinical practice guidelines or (4) 

thresholds recommended by the manufacturer.  

If no such thresholds exist, state that the study will explore the accuracy for various 

thresholds after the data have been collected.  

 

16 a. Whether clinical information and reference standard results will be 

available to the performers of the index test  

16 b. Whether clinical information and index test results will be available 
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to the assessors of the reference standard  

-Some medical tests, such as imaging, require human interpretation and judgment. If the 

reader of a test has access to information about signs, symptoms and previous test results, the 

reading may be influenced by this additional information.  

-Protocol should specify to which extent such additional information will be available to test 

readers which may influence their final judgment.  

-Protocol should specify whether the assessors of the reference standard will have access to 

the index test results. Withholding information from the readers of the test is referred to as 

„blinding‟ or „masking‟ which is neither desirable nor undesirable. 

 

D) Statistical analysis 

17. Methods for estimating or comparing measures of diagnostic accuracy  

Protocol should describe the methods that will be used for calculating the measures that they 

considered appropriate for their study objectives.  

 

18. How indeterminate index test or reference standard results will be 

handled: 

Indeterminate results refer to those that are neither positive nor negative. A test may fail 

because of technical reasons or an insufficient sample, for example, in the absence of cells in 

a needle biopsy from a tumor. Ways for handling indeterminate test results in the analysis 

when estimating test accuracy should be reported.  

-They can be ignored altogether, be reported but not accounted for as a separate test result. 

Or 

-Reclassify all indeterminate results: as false positives or false negatives, depending on the 

reference standard result („worst-case scenario‟), or as true positives and true negatives 

(„best-case scenario‟).  

 

19. How missing data on the index test and reference standard will be 

handled  

-Specify ways to deal with missing data when analyzing them.  

-Participants with missing test results can be included in the analysis if missing results are 

imputed.  

Or  

-Assess the impact of missing test results on estimates of accuracy by considering different 

scenarios. For the index test, e.g., in the „worst-case scenario, state that all missing index test 

results will be considered false-positive or false-negative depending on the reference standard 

result; in the „best-case scenario‟, all missing index test results will be considered true-

positive or true-negative.  

 

20. Sample size calculation and how it was determined  

-Sample size must be calculated when developing a diagnostic accuracy study to ensure that a 

sufficient amount of precision is reached.  
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-Specify how the sample size was determined, and whether the assumptions made in this 

calculation are in line with the scientific and clinical background, and the study objectives.  

IV. Ethics and dissemination 

21. Research ethics approval 

Plans for seeking research ethics committee/institutional review board (REC/IRB) approval 

22. Protocol amendments 

Plans for communicating important protocol modifications (e.g., changes to eligibility 

criteria, analyses) 

23. Informed consent 

Who will obtain informed consent or assent from potential trial participants. 

Additional consent provisions for collection and use of participant data and biological 

specimens in ancillary studies, if applicable. 

24. Confidentiality 

How personal information about enrolled participants will be collected, shared, and 

maintained in order to protect confidentiality before, during, and after the trial. 

25. Declaration of interest 

Financial and other competing interests for principal investigators for the overall trial and 

each study site 

26. Access to data 

Statement of who will have access to the final trial dataset. 

27. Dissemination policy 

-Plans for investigators to communicate trial results to participants, healthcare professionals, 

the public, groups (e.g., via publication), including any publication restrictions. 

-Authorship eligibility guidelines and any intended use of professional writers 

-Plans, if any, for granting public access to the full protocol & participant dataset. 

V. Appendices 

28. Informed consent 

Model consent form and other related documentation given to participants. 

29. Biological specimens 

Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or 

molecular analysis in the current trial and for future use in ancillary studies, if applicable. 

VI. Statement of originality: 
30. Statement of originality: 

Research point should be novel such as a new intervention, new assessment method, ……… 

Highlight the originality of your research point. Describe how your research is innovative and 

original. Explain how it adds to existing literature in your field. e.g. will it extend an area of 

knowledge, be applied to new contexts, solve a problem, test a theory, or challenge an 

existing one?  

VII. References 

All references should be written in the same font, and should be written through a 

citation/reference manager e.g. Mendeley or endnote. All references should follow the same 

style (author date style or cite-right Harvard is preferred). 

 



Template for writing in vitro Study Protocol for PhD Degree 

 

General instructions: 

1-The protocol should be written in “Times new Roman” Font 12, with 

normal page layout margins, justified paragraph style and line spacing of 

1.15. Titles should be written in Bold, “Times new Roman” Font 14 and 

subtitles in Bold  “Times new Roman” Font 12. 

2-Each section of the protocol (Introduction, Aim, Methods,…) should start 

in a separate page. 

3-The page numbering of the protocol should be at the bottom center of each 

page.  

4-Title page and protocol checklist should not be numbered. 

5- The candidate should add the page number of each item in the checklist. 

6- The reviewer checks each item in the checklist and writes  if the item is 

fulfilled. 

7- Words in blue are to be replaced by the relevant data. 
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Title (Intervention/exposure versus control/placebo for achieving 

an outcome in a certain population: A (non-) /randomized in vitro 

study) 

 

Arabic Title: An Arabic translation of the English title 

 

Protocol submitted to  

Faculty of Dentistry, Cairo University 

for partial fulfillment of the requirements for the PhD Degree in 

………..  

By 

(Name, Affiliation, degrees and year of graduation) 

2018 

 
 

 
 

Supervisors’ signature Head of department’s signature 
1- 
 

 

2- 
 

 

3- 
 

 

  
Date  
  

 

Code:  
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Protocol Checklist 

Section and topic Item no. Checked item 

Reported 

on page 

No. 

Reviewer’

s check 

I. Administrative 

information 

1 Title   

2 Protocol registeration   

3 Protocol version   

4 Funding   

5 Roles and responsibilities   

 

II. Introduction 

 6a  Scientific background   

6b Review of literature   

6c  Specific objectives    

 

III. Methods 

A) Samples, 

intervention and 

outcomes 

7  Calculated sample size    

8  Description of samples    

9 The intervention for each group    

10   Outcomes   

B) Assignment to 

intervention 

 If randomized report the following: 

 11  Sequence generation   

12  Allocation concealment mechanism   

13  Implementation   
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C) Blinding 14  Blinding   

D) Statistical methods  15   Statistical methods for comparisons of 

groups 

  

 

IV- Ethics 16       Research ethics approval   

 

V-Statement of 

originality 

17       Statement of originality   

VI- References      

  

 

Evidence based committee (Reviewers) 

Name Signature Date 

1.   

2.   

 

Research plan committee 

Name Signature Date 

1.    

2.  
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I. Administrative information: 

1. Title: 

(Intervention/exposure versus control/placebo for achieving an outcome in a certain population: An in 

vitro study). Elements of PICO should be included in the title. Try to make the title as concise as possible 

by reducing the words like evaluation, effect, comparison etc. Study design is an essential part of the title.  

2. Protocol registration:  

Site https://www.nature.com/protocolexchange/ and registration number of the protocol should be reported before 

final approval of the protocol  

3. Protocol version:  

Date and version identifier. (e.g. 25 Jul 2018 Protocol.  Version number: 5) 

4. Funding: 

Information on potential relationships between researchers and sponsors should be made clearly available 

to readers, to provide sufficient information on potential conflicts of interest. 

5. Roles and responsibilities: 

1- Name 

Affiliation (e.g. Professor….), roles (e.g. Supervisor) and responsibilities in the study (e.g. responsible for 

sequence generation allocation concealment, randomization and data management). 

2- Name 

Affiliation, roles and responsibilities in the study  

3- Name 

Affiliation, roles and responsibilities in the study  

https://www.nature.com/protocolexchange/


6 
 

II. Introduction:   

6a. In this section state the research question and the problem of the control that made you search for a 

new intervention to replace it. You have to rationalize elements of PICO in this section, while referencing 

your sentences using a reference manager.   

6b. Review of literature: Review briefly the existing body of knowledge on the topic (but not in details).  

Review previous related studies highlighting inadequacies in the body of evidence 

6c. The section should clarify the objective(s) and hypotheses (null and/or alternative). 

III. Methods 

A) Samples, intervention and outcomes 

7. Calculated sample size 

Detailed reporting of the calculation of sample size is a requirement for good comprehension of the 

methodology used. It is essential to tell the sample size that is sufficient to find statistically significant 

differences between the groups. 

8. Description of study sample 

If applicable provide a list for the eligibility criteria of the included sample. This might not apply to all in 

vitro studies, hence reporting of eligibility criteria is an option that is used whenever applicable. Describe 

in details how the samples were prepared to receive the required interventions. 

9. Intervention for each group  

The intervention for each group should be reported with sufficient details, including how and when it was 

administered to enable replication.  Who was involved in the intervention should be also reported. 

10. Outcomes  

Completely defined, pre-specified primary and secondary measures of outcome, including how and when 

they will be assessed should be clearly stated.  Method of and unit of measurements should be also clearly 
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identified in a table.  The following is an example for a table of outcomes. 

 

Prioritization of Outcome Outcome Method of Measurement Unit of Measurement 

Primary outcome 
Fracture 

resistance 
Universal testing machine Newton 

  

B) Assignment to intervention 

Items 11, 12 and 13 are reported if randomization is applicable.  

11. Sequence generation 

Mechanism used to implement the random allocation sequence (for example, sequentially numbered 

containers).  

12. Allocation concealment  

Describe any steps taken to conceal the sequence until intervention is assigned (for example opaque 

sealed envelopes).  

13. Implementation 

Details about who generate the random allocation sequence, who enrolls specimens or teeth and who 

assigns them to intervention, are also important to ensure concealment of allocation. 

C) Blinding 

14. Blinding 

If possible, who is blinded after assignment to intervention (for example, those assessing outcomes), and 

what is the method of blinding. 
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D) Statistical methods  

15. Statistical methods used to compare groups for primary and secondary outcomes. Information should 

be concisely reported, but in sufficient detail to enable understanding of the statistical approach by other 

researchers or interested readers. 

IV- Ethics: 

16. Research ethics approval 

V-Statement of originality 

17. Statement of originality: 

Research point should be novel such as a new intervention, new assessment method, ……… Highlight the 

originality of your research point. Describe how your research is innovative and original. Explain how it adds to 

existing literature in your field. e.g. will it extend an area of knowledge, be applied to new contexts, solve a 

problem, test a theory, or challenge an existing one?  

VI- References: 

All references should be written in the same font, and should be written through a citation/reference manager e.g. 

Mendeley or endnote. All references should follow the same style (author date style or cite-right Harvard is 

preferred). 
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Template for Writing Non-Randomised Clinical Trial Protocol for PhD 

Degrees 

 

 

General information: 

 

1-The protocol should be written in “Times new Roman” Font 12, with normal page layout margins, justified 

paragraph style and line spacing of 1.15. Titles should be written in Bold “Times new Roman” Font 14 and 

subtitles in Bold “Times new Roman” Font 12. 

2-Each section of the protocol (Introduction, Aim, Methods,…) should start in a separate page. 

3-The page numbering of the protocol should be at the bottom center of each page.  

4-Title page and protocol checklist should not be numbered. 

5- The candidate should add the page number of each item in the checklist. 

6- The reviewer checks each item in the checklist and writes  if the item is fulfilled. 

7- Words in blue are to be replaced by the relevant data. 
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Title (The population/problem, intervention, control/comparator, 

primary outcome & study design) 

 
 

Arabic Title: An Arabic translation of the English title 
 
 

 
 

Protocol submitted to  

Faculty of Dentistry, Cairo University 

for partial fulfillment of the requirements for the PhD Degree in ………..  

By 

(Name, Affiliation and degrees) 

 

 

 

                          

2018 

 

Supervisors’ signature Head of department’s signature 
1- 
 

 

2- 
 

 

3- 
 

 

  
Date 
 
 
 

 

  
 

Code:  
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Protocol checklist 

Section and topic Item no. Checked item 
Reported 

on page No. 

Reviewer’s 

check 

I. Administrative information 

1 Title    

2 Protocol registration   

3 Protocol version   

4 Funding   

5 Roles and responsibilities   

 

II. Introduction 

 

  

A) Background and Rationale 
6 a 

Research question    

Statement of the problem   

Rationale for carrying out the trial   

Review of literature   

6 b Choice of comparators   

B) Objectives 7 
Aim of the study   

Hypothesis   

C) Trial design 8 Trial design   

 

III. Methods 

 

  

A) Participants, interventions 

& outcomes 

9 Study setting   

10 Eligibility criteria   

11 Interventions   

12 Outcomes   

13 Participant timeline   

14 Sample size   

15 Recruitment   

B) Data collection, 

management, and analysis 

16 Data collection methods   

17 Data management   

18 Statistical methods   

C) Monitoring 

19 Data monitoring   

20 Harms   

21 Auditing   

 

IV. Ethics and dissemination 

22 Research ethics approval   

23 Protocol amendments   

24 Informed Consent    

25 Confidentiality   

26 Declaration of interests   

27 Access to data   

28 Ancillary and post-trial care   

29 Dissemination policy   

 

V. Appendices 

 

30 Informed consent materials   
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 31 Biological specimens   

 

VI. Statement of originality 32 Statement of originality   

VII. References 

 

    

 

Evidence based committee (Reviewers) 

 

Name Signature Date 

1. 

 
  

2. 

 
  

 

Research plan committee 

 

Name Signature Date 

1.  

 

  

2.  
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I. Administrative information: 

1. Title:  

Descriptive title identifying the population/problem, intervention, control/comparator, 

primary outcome & study design. 

 

2. Protocol Registration:  

Site and registration number of the protocol should be reported before final approval of the 

protocol (e.g. Clinicaltrials.gov: NCT01066572). 

 

3. Protocol version:  

Date and version identifier. (e.g. 25 Jul 2018 Protocol number: 5) 

 

4. Funding:  

A description of the sources of financial and non-financial (material) support. 

 

5. Roles and responsibilities: 

Names, affiliations, and actual roles of candidate and all supervisors.  

Roles: e.g. main supervisor, co-supervisor 

Responsibilities: e.g. initiated the study design will provide statistical expertise in clinical 

trial design.  

Name and contact information for trial sponsor (Cairo University) 

 

II. Introduction: 

6. Background and rationale: 

-Description of research question and justification for undertaking the trial, including 

summary of relevant studies (published and unpublished). 

This section should clearly include the following titles separately: 

Research question:  

Research question should be clear, properly formulated and well-structured followed with a 

question mark at the end (PICO format). 

Statement of the problem:   

The research problem should be clearly identified, stating its prevalence whenever 

applicable. 

An understanding of how it is original and relevant.  

How the proposed study will help fill the gap of knowledge in the literature.  

Rationale for conducting the research: 

Detailed justification for the trial should be clearly stated including why the research needs 

to be conducted in the selected population based on the currently available evidence. 

Explanation of potential benefits to patients/ health service, relevance to current policies and 

community priorities. 
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It is strongly recommended that an up-to-date systematic review of relevant studies be 

summarized and cited in the protocol.  

Review of literature:  

Review briefly the existing body of knowledge on the topic (but not in details). 

Description of the current treatment options and their limitations. 

Description of the treatment under investigation including; any available data regarding the 

effects and mechanism of action of the interventions (published and unpublished) and 

reference to any previous evidence of its usefulness. 

Examining benefits and harms for each intervention (summarize the known and potential 

risks of the intervention, giving a clear description of any expected adverse reactions). 

Outline the rationale for the route of administration, dosage, regimen and period selected for 

the proposed study based on available non-clinical and clinical data.  

Explain how the study will substantially add to science, change practice, save money, save 

lives and/or improve quality of life.  

This section should be backed up by a brief and focused literature review of previous related 

studies highlighting inadequacies in the body of evidence. 

Explanation for choice of comparators:  

Selection of control/comparator should be justified with reference including data from an up-

to-date systematic review. 

Comparator may be: 

Placebo, no treatment, gold standard, standard of care, another active drug, same drug with a 

different route or dose of administration. 

 

7. Objectives: 

Objectives: include aim of the study and hypothesis. 

Aim of the study reflects the research questions to be answered by the trial.  

Should be clear & very precise, only a few sentences long.  

Use neutral words (e.g. “to compare effect of treatment A vs. treatment B on outcome X”) 

rather than in terms of a particular direction of effect.  

Outcome “X” is the primary outcome. 

Hypothesis:  

A hypothesis states the predicted effect of interventions on trial outcomes.  

Avoid biased statements, suggesting the author has prejudged the outcome. 

Stated as a Null or alternative hypothesis. 

 

8. Trial design: 

Description of trial design, including the type of trial (e.g. non-randomised clinical trial with 

parallel group or split-mouth design). 

Framework of a trial is objective to test superiority, non-inferiority, or equivalence of one 

intervention with another. 

 

III. Methods 

A) Participants, interventions & outcomes 
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9. Study settings: 

Description of the environment in which a trial will be conducted (e.g, community clinic, 

academic hospital) and list of countries where data will be collected. Reference to where list 

of study sites can be obtained. 

10. Eligibility criteria: 

Eligibility criteria for potential trial participants i.e. Inclusion and exclusion criteria for 

participants. 

They can relate to demographic information; type or severity of the health condition; 

previous or current treatment; diagnostic procedures; pregnancy; or other relevant 

considerations. 

In trials of operator-dependent interventions such as surgery, it is usually important to 

promote consistency of intervention delivery by also defining the eligibility criteria for care 

providers and centers where the intervention will be administered.  

Try to avoid restrictive participant selection. When trial participants differ substantially from 

the overall population to whom the intervention will be applied, the trial results may not 

reflect the impact in real world practice settings thus affecting the external validity 

(generalizability or applicability)  

 

11. Interventions 

-Description of Intervention/Control, including how and when it will be administered, with 

sufficient detail to allow replication. 

For drugs, biological agents, or placebos, the protocol description should include: 

Generic name, manufacturer, constituent components, route of administration & dosing 

schedule.  

The description of non-drug interventions—such as devices, surgical procedures needs 

additional details about the settings and individuals administering the interventions. e.g., the 

level of individuals administering these interventions (e.g, for surgeons). 

When intervention delivery is subject to variation, it is important to state whether the same 

individuals will deliver the trial interventions in all study groups, or whether different 

individuals will manage each study group.  

Interventions that consist of “standard of care” require further elaboration in the protocol, as 

this care can vary substantially across centers and patients.  

 

-Strategies used to improve adherence to intervention protocols, and procedures used to 

monitor these strategies (e.g. Pill count, adherence reminder sessions).  

 

-Relevant care/interventions that will be permitted or prohibited during the trial. 

 

-Criteria for discontinuing allocated interventions for a participant, if applicable, e.g. allergic 

reactions have been observed in rare cases. If this is suspected withdraw the trial medication 

from the patient.  
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12. Outcomes: 

Primary, secondary and other outcomes should be described, with specific and measurable 

assessment unit. 

It is important to explain the rationale for the choice of trial outcomes.  

 

4 components should be defined for each outcome:  

1. How the outcome variable will be measured, i.e. the data collected directly from 

participants (e.g., pain score, index, survival, pocket depth, mobility, patient 

satisfaction…etc.); 

2. When the outcome data that will be collected from each participant for analysis (e.g., 

change from baseline, final value, time to event).  

3. The method of aggregation (e.g., mean, median, %....)  

4. The specific measurement time point of interest for analysis.  

An ideal outcome is:  

1. Valid reproducible 

2. Relevant to the target population. 

3. Responsive to changes in the health condition being studied. 

 

Primary outcome should be: 

 Defined in the PICO. 

 Of greatest therapeutic importance. 

 Essential for decision-making.  

 Used in sample size calculation (mostly) 

 Preferred to be patient oriented or patient-centered or patient-reported. 

Secondary objectives 

Study may not have 2ry objectives. 

Include more general objectives. 

Explain additional effects of intervention.  

Their number should be kept low to enable later analysis of results. 

 

Prioritization of 

Outcome 
Outcome 

Method of 

Measurement 

Unit of 

Measurement 

Primary outcome Pain 
Visual analogue 

scale 
Numerical 

 

 

 

13. Participant timeline 

A schematic diagram / table / Gantt chart is used to present the overall schedule for trial 

participants in each study group.  

A clear and concise timeline of the study visits, enrolment process, interventions, and 
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assessments performed on participants. 

 
 

 

14. Sample size: 

Estimated number of participants needed to achieve study objectives and how it was 

determined, including clinical and statistical assumptions supporting any sample size 

calculations. This should include:  

1. The primary outcome. 

2. Values for outcome (mean & SD). 

3. Statistical test used for calculation. 

4. Alpha level of significance (5%) 

5. Power (80%) 

6. The calculated sample size. 

7. 20 -30% increase for anticipated missing data depending on nature of study. 

8. A reference for outcome assumed. 

 

15. Recruitment: 

Strategies for achieving adequate participant enrolment to reach target sample size. 

1. Where? 
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2. By whom?  

3. When?  

4. How?  

5. Expected recruitment rates. 

6. Duration of recruitment period. 

7. Financial/non-financial incentives to investigators/participants. 

 

B) Data collection, management, and analysis: 

16. Data collection methods 

Plans for assessment and collection of outcome, baseline and other trial data, including 

processes used to promote data quality (e.g. duplicate measurements, calibration of 

assessors) 

Description of study instruments used for data collection, along with their reliability and 

validity. 

Describe clearly the data collection process: 

1. The personnel (standardized training=consistency).  

2. Methods (standardized methods variability).  

3. Data collection instruments, valid & reliable (questionnaire). 

4. Data collection forms (appendices/reference). 

Plans to promote participant retention and complete follow up. 

Plans for data collected from participants who discontinue or deviate from intervention 

protocols 

17. Data management: 

Plans for data entry, coding, security, and storage, including any related processes to 

promote data quality (e.g., double data entry). Reference to where details of data 

management procedures can be found should be included. 

18. Statistical methods: 

Statistical methods for analyzing primary and secondary outcomes. Reference to where other 

details of the statistical analysis plan can be found, if not in the protocol. 

C) Data monitoring: 

19. Monitoring 

In most protocols, no formal data monitoring committee will be needed since the study is 

with known minimal risks 

20. Harms 

Plans for collecting, assessing, reporting, and managing solicited and spontaneously reported 

adverse events and other unintended effects of trial interventions or trial conduct. 

21. Audit 

Frequency and procedures for auditing trial conduct, if any, and whether the process will be 

independent from investigators and the sponsor. 

 

IV. Ethics and dissemination 

22. Research ethics approval 
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Plans for seeking research ethics committee/institutional review board (REC/IRB) approval 

23. Protocol amendments 
Plans for communicating important protocol modifications (eg, changes to eligibility criteria, 

outcomes, analyses) 

24. Informed consent 
Who will obtain informed consent or assent from potential trial participants. 

Additional consent provisions for collection and use of participant data and biological 

specimens in ancillary studies, if applicable. 

25. Confidentiality 
How personal information about enrolled participants will be collected, shared, and 

maintained in order to protect confidentiality before, during, and after the trial. 

26. Declaration of interest 
Financial and other competing interests for principal investigators for the overall trial and 

each study site 

27. Access to data 
Statement of who will have access to the final trial dataset. 

28. Post-trial care 
Provisions, if any, for post-trial care, and for compensation to those who suffer harm from 

trial participation 

29. Dissemination policy 
-Plans for investigators to communicate trial results to participants, healthcare professionals, 

the public, groups (e.g., via publication), including any publication restrictions. 

-Authorship eligibility guidelines and any intended use of professional writers 

-Plans, if any, for granting public access to the full protocol & participant dataset. 

V. Appendices 

30. Informed consent 
Model consent form and other related documentation given to participants. 

31. Biological specimens 
Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or 

molecular analysis in the current trial and for future use in ancillary studies, if applicable. 

VI. Statement of originality: 
32. Statement of originality: 
Research point should be novel such as a new intervention, new assessment method, ……… 

Highlight the originality of your research point. Describe how your research is innovative 

and original. Explain how it adds to existing literature in your field. e.g. will it extend an 

area of knowledge, be applied to new contexts, solve a problem, test a theory, or challenge 

an existing one?  

VII. References 

All references should be written in the same font, and should be written through a 

citation/reference manager e.g. Mendeley or endnote. All references should follow the same 

style (author date style or cite-right Harvard is preferred). 
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Template for writing observational Study Protocol for PhD Degree 

 

General instructions: 

1-The protocol should be written in “Times new Roman” Font 12, with normal page 

layout margins, justified paragraph style and line spacing of 1.15. Titles should be 

written in Bold,  “Times new Roman” Font 14 and subtitles in Bold  “Times new 

Roman” Font 12. 

2-Each section of the protocol (Introduction, Aim, Methods,…) should start in a 

separate page. 

3-The page numbering of the protocol should be at the bottom centre of each page.  

4-Title page and protocol checklist should not be numbered. 

5- The candidate should add the page number of each item in the checklist. 

6- The reviewer checks each item in the checklist and writes  if the item is fulfilled. 

7- Words in blue are to be replaced by the relevant data. 
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Title (Intervention/exposure versus control/placebo for 

achieving an outcome in a certain population: A case control 

study/cohort study/ cross sectional study) 

 

Arabic Title: An Arabic translation of the English title 

 

 

 Protocol submitted to  

Faculty of Dentistry, Cairo University 

for partial fulfilment of the requirements for the PhD Degree in 

……….. 

By 

(Name, Affiliation, degrees and year of graduation) 

 

2018 

 

 
 

Supervisors‟ signature Head of department‟s signature 
1- 
 

 

2- 
 

 

3- 
 

 

  
Date  
 

 

 

 

 

Code:  
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Protocol Checklist 

Section and topic Item 

No. 
Checked item 

Reported 

on page 

NO.  

Reviewer’s 

check  

I. Administrative 

information 

 

 1 Title: PECOS elements included   

2 Protocol registration   

3 Protocol version   

4 Funding   

5 Roles and responsibilities of the 

authors 

  

 

II. Introduction 

 

 6a Scientific background    

 6b Review of literature    

 6c Specific objectives    

 

III. Methods 

A) Study design 

and settings 

7 Study design    

8 Settings    

B) Participants 9a Eligibility criteria   

9b Methods of selection or case/control 

ascertainment 

  

9c Methods of follow up for cohort 

studies and rationale for choosing 

cases and controls for case control 

studies 

  

10 Matched cohort study—matching 

criteria and allocation ratio (exposed: 

non-exposed) 

Matched case-control study— 

matching criteria and allocation ratio 

(case: control)  

  

C) Variables 11 Clearly define all variables including 

outcomes and exposures  

  

12 For each variable of interest, give data 

sources/ measurement 

  

13 Addressing potential sources of bias   

D) Study size 14 Study size   

E) Quantitative 

variables 

15 Handling of quantitative variables in 

the analyses 

  

F) Statistical 

methods 

16a Statistical methods used to control for 

confounders 
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16b Subgroup analyses   

16c Management of missing data   

16d Cohort study—If applicable, 

management of attrition bias 

Case-control study—If applicable, 

statistical method of matching 

Cross-sectional study—If applicable, 

analytical methods for different 

sampling strategies 

  

16e Sensitivity analyses   

IV- Ethics and 

dissemination 

17a Research ethics approval   

17b Protocol amendments   

17c Informed Consent    

17d Confidentiality   

17e Declaration of interests   

17f Access to data   

17g Dissemination policy   

 

V- Appendix 18 Informed consent   

VI- Statement of 

originality 

19 Statement of originality    

 

VII- References  

 

 References by reference manager   

 

Evidence based committee (Reviewers) 

 

Name Signature Date 

1.   

2.   

 

Research plan committee 

 

Name Signature Date 

1.    

2.  
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I. Administrative information: 

1. Title: 

(Intervention/exposure versus control/placebo for achieving an outcome in a certain population: A 

case control/ cohort/ cross-sectional study). Elements of PECOS should be included in the title. Try 

to make the title as concise as possible by reducing the words like evaluation, effect, comparison 

etc. Study design is an essential part of the title.  

2. Protocol registration  

Site and registration number of the protocol should be reported before final approval of the protocol 

(e.g. Clinicaltrials.gov: NCT01066572). 

3. Protocol version:  

Date and version identifier. (e.g. 25 Jul 2018 Protocol. version number: 5) 

4. Funding: 

Information on potential relationships between researchers and sponsors should be made clearly 

available to readers, to provide sufficient information on potential conflicts of interest. 

5. Roles and responsibilities: 

a- Name 

Affiliation (e.g. Professor….), roles (e.g. Supervisor) and responsibilities in the study (e.g. 

responsible for data management or data collection). 

b- Name 

Affiliation, roles and responsibilities in the study  

c- Name 

Affiliation, roles and responsibilities in the study  

II. Introduction:   

6a. In this section state the research question(s), prevalence of the outcome and its potential 

association with an exposure that justifies the conduction of the study. You have to rationalize 

elements of PECO/PEO in this section, while referencing your sentences using a reference manager.   

6b. Review of literature: Review briefly the existing body of knowledge on the topic. This section 

should be backed up by a brief and focused literature review of previous related studies highlighting 

inadequacies in the body of evidence. 

6c. The section should include the objective(s) and hypotheses (null and/or alternative). 
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III. Methods: 

A) Study design and setting 

7. Study design 

Present key elements of study design early in the protocol describing the group of persons that 

comprised the study and their exposure/diseased status. 

8. Settings 

Describe the setting, locations, and relevant dates, including periods of recruitment, exposure, 

follow-up, and data collection. 

B) Participants 

9. Eligibility criteria and selection methods 

For each study design consider reporting the following  

(a) Cohort study—Give the eligibility criteria, and the sources and methods of selection of 

participants. Describe methods of follow-up 

(b) Case-control study—Give the eligibility criteria, and the sources and methods of case 

ascertainment and control selection. Give the rationale for the choice of cases and controls 

(c) Cross-sectional study—Give the eligibility criteria, and the sources and methods of selection of 

participants 

10. Matching criteria and allocation ratio 

For each study design consider reporting the following 

(a) Cohort study—For matched studies, give matching criteria and number of exposed and 

unexposed 

(b) Case-control study—For matched studies, give matching criteria and the number of controls per 

case 

C) Variables 

11. Details about variables 

Clearly define all outcomes, exposures, predictors, potential confounders, and effect modifiers. 

Give diagnostic criteria, if applicable. 

12. Data sources and management  

For each variable of interest, give sources of data and details of methods of assessment 

(measurement). Separate information for cases and controls in case-control studies and, if 

applicable, for exposed and unexposed groups in cohort and cross-sectional studies, should be 

given. Describe comparability of assessment methods if there is more than one group. 
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Example: 

„„Total caffeine intake was calculated primarily using US Department of Agriculture food 

composition sources. In these calculations, it was assumed that the content of caffeine was 137 mg 

per cup of coffee, 47 mg per cup of tea, 46 mg per can or bottle of cola beverage, and 7 mg per 

serving of chocolate candy. This method of measuring (caffeine) intake was shown to be valid in 

both the NHS I cohort and a similar cohort study of male health professionals (...) Self-reported 

diagnosis of hypertension was found to be reliable in the NHS I cohort‟‟ 

13. Addressing potential sources of bias 

Describe any efforts to address potential sources of bias. 

D) Study size 

14. Study size 

Explain how the study size is calculated. The importance of sample size determination in 

observational studies depends on the context.  

A study should be large enough to obtain a point estimate with a sufficiently narrow confidence 

interval to meaningfully answer a research question. Large samples are needed to distinguish a 

small association from no association. Small studies often provide valuable information, but wide 

confidence intervals may indicate that they contribute less to current knowledge in comparison with 

studies providing estimates with narrower confidence intervals. 

 

E) Quantitative variables  

15. Handling of quantitative variables in the analyses 

Explain how quantitative variables are handled in the analyses. If applicable, describe which 

groupings are chosen and why. Investigators make choices regarding how to collect and analyse 

quantitative data about exposures, effect modifiers and confounders. For example, they may group a 

continuous exposure variable to create a new categorical variable. 

F) Statistical methods 

16. Statistical methods  

16a. Describe all statistical methods, including those used to control for confounding 

16b. Describe any methods used to examine subgroups and interactions 

16c. Explain how missing data are addressed 

16d. For the following designs explain  

-  Cohort study—If applicable, explain how loss to follow-up is addressed 

-  Case-control study—If applicable, explain how matching of cases and controls is addressed 
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- Cross-sectional study—If applicable, describe analytical methods taking account of sampling 

strategy 

16e Describe any sensitivity analyses 

IV. Ethics and dissemination: 

17a. Research ethics approval 

Plans for seeking research ethics committee/institutional review board (REC/IRB) approval 

17b. Protocol amendments 

Plans for communicating important protocol modifications (e.g., changes to eligibility criteria, 

analyses) 

17c. Informed consent 

Who will obtain informed consent or assent from potential trial participants. 

17d. Confidentiality 

How personal information about enrolled participants will be collected, shared, and maintained in 

order to protect confidentiality before, during, and after the trial. 

17e. Declaration of interest 

Financial and other competing interests for principal investigators for the overall trial and each 

study site 

17f. Access to data 

Statement of who will have access to the final trial dataset. 

17g. Dissemination policy 

-Plans for investigators to communicate trial results to participants, healthcare professionals, the 

public, groups (e.g., via publication), including any publication restrictions. 

-Authorship eligibility guidelines and any intended use of professional writers 

-Plans, if any, for granting public access to the full protocol & participant dataset. 

V. Appendices 

18. Informed consent 

Model consent form and other related documentation given to participants. 

VI- Statement of originality: 
Research point should be novel such as a new intervention, new assessment method, ……… 

Highlight the originality of your research point. Describe how your research is innovative and 

original. Explain how it adds to existing literature in your field. e.g. will it extend an area of 

knowledge, be applied to new contexts, solve a problem, test a theory, or challenge an existing one?  

VII- References: 

All references should be written in the same font, and should be written through a citation/reference 

manager e.g. Mendeley or endnote. All references should follow the same style (author date style or 

cite-right Harvard is preferred). 
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Template for Writing Randomised Clinical Trial Protocol for PhD Degree 

 

 

General information: 

 

1-The protocol should be written in “Times new Roman” Font 12, with normal page layout margins, justified 

paragraph style and line spacing of 1.15. Titles should be written in Bold “Times new Roman” Font 14 and 

subtitles in Bold “Times new Roman” Font 12. 

2-Each section of the protocol (Introduction, Aim, Methods,…) should start in a separate page. 

3-The page numbering of the protocol should be at the bottom center of each page.  

4-Title page and protocol checklist should not be numbered. 

5- The candidate should add the page number of each item in the checklist. 

6- The reviewer checks each item in the checklist and writes  if the item is fulfilled. 

7- Words in blue are to be replaced by the relevant data. 
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Title (The population/problem, intervention, control/comparator, 

primary outcome & study design) 

 
 

Arabic Title: An Arabic translation of the English title 
 
 

 

Protocol submitted to  

Faculty of Dentistry, Cairo University 

for partial fulfillment of the requirements for the PhD Degree in ………..  

 

By 

(Name, Affiliation and degrees) 

 

2018 

 

 
 

 
Supervisors’ signature Head of department’s signature 

1- 
 

 

2- 
 

 

3- 
 

 

  
Date  
 
 

 

 

 
 

Code:  
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Protocol checklist 

Section and topic Item no. Checked item 
Reported 

on page No. 

Reviewer’s 

check 

I. Administrative information 

1 Title    

2 Protocol registration   

3 Protocol version   

4 Funding   

5 Roles and responsibilities   

 

II. Introduction 

 

  

A) Background and Rationale 
6 a 

Research question    

Statement of the problem   

Rationale for carrying out the trial   

Review of literature   

6 b Choice of comparators   

B) Objectives 7 
Aim of the study    

Hypothesis   

C) Trial design 8 Trial design   

 

III. Methods 

 

  

A) Participants, interventions 

& outcomes 

9 Study setting   

10 Eligibility criteria   

11 Interventions   

12 Outcomes   

13 Participant timeline   

14 Sample size   

15 Recruitment   

B) Assignment of interventions 

16 Allocation   

16 a Random sequence generation 

(Randomization) 

  

16 b Allocation concealment 

mechanism 

  

16 c Implementation   

17 Blinding (masking)   

C) Data collection, 

management, and analysis 

18 Data collection methods   

19 Data management   

20 Statistical methods   

D) Monitoring 

21 Data monitoring   

22 Harms   

23 Auditing   

 

IV. Ethics and dissemination 

24 Research ethics approval   

25 Protocol amendments   

26 Informed Consent    

27 Confidentiality   
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28 Declaration of interests   

29 Access to data   

30 Ancillary and post-trial care   

31 Dissemination policy   

 

V. Appendices 

 

32 Informed consent materials   

 33 Biological specimens   

 

VI. Statement of originality 34 Statement of originality   

VII. References 

 

    

 

Evidence based committee (Reviewers) 

 

Name Signature Date 

1. 

 
  

2. 

 
  

 

Research plan committee 

 

Name Signature Date 

1.  

 

  

2.  
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I. Administrative information: 

1. Title:  

Descriptive title identifying the population/problem, intervention, control/comparator, 

primary outcome & study design. 

 

2. Protocol Registration:  

Site and registration number of the protocol should be reported before final approval of the 

protocol (e.g. Clinicaltrials.gov: NCT01066572). 

 

3. Protocol version:  

Date and version identifier. (e.g. 25 Jul 2018 Protocol number: 5) 

 

4. Funding:  

A description of the sources of financial and non-financial (material) support. 

 

5. Roles and responsibilities: 

Names, affiliations, and actual roles of candidate and all supervisors.  

Roles: e.g. main supervisor, co-supervisor 

Responsibilities: e.g. initiated the study design, will generate random sequence, will provide 

statistical expertise in clinical trial design.  

Name and contact information for trial sponsor (Cairo University) 

 

II. Introduction: 

6. Background and rationale: 

-Description of research question and justification for undertaking the trial, including 

summary of relevant studies (published and unpublished). 

This section should clearly include the following titles separately: 

Research question:  

Research question should be clear, properly formulated and well-structured followed with a 

question mark at the end (PICO format). 

Statement of the problem:   

The research problem should be clearly identified, stating its prevalence whenever 

applicable. 

An understanding of how it is original and relevant.  

How the proposed study will help fill the gap of knowledge in the literature.  

Rationale for conducting the research: 

Detailed justification for the trial should be clearly stated including why the research needs 

to be conducted in the selected population based on the currently available evidence. 

Explanation of potential benefits to patients/ health service, relevance to current policies and 

community priorities. 



 6 

It is strongly recommended that an up-to-date systematic review of relevant studies be 

summarized and cited in the protocol.  

Review of literature:  

Review briefly the existing body of knowledge on the topic (but not in details). 

Description of the current treatment options and their limitations. 

Description of the treatment under investigation including; any available data regarding the 

effects and mechanism of action of the interventions (published and unpublished) and 

reference to any previous evidence of its usefulness. 

Examining benefits and harms for each intervention (summarize the known and potential 

risks of the intervention, giving a clear description of any expected adverse reactions). 

Outline the rationale for the route of administration, dosage, regimen and period selected for 

the proposed study based on available non-clinical and clinical data.  

Explain how the study will substantially add to science, change practice, save money, save 

lives and/or improve quality of life.  

This section should be backed up by a brief and focused literature review of previous related 

studies highlighting inadequacies in the body of evidence. 

Explanation for choice of comparators:  

Selection of control/comparator should be justified with reference including data from an up-

to-date systematic review. 

Comparator may be: 

Placebo, no treatment, gold standard, standard of care, another active drug, same drug with a 

different route or dose of administration. 

 

7. Objectives: 

Objectives: include aim of the study and hypothesis. 

Aim of the study reflects the research questions to be answered by the trial.  

Should be clear & very precise, only a few sentences long.  

Use neutral words (e.g. “to compare effect of treatment A vs. treatment B on outcome X”) 

rather than in terms of a particular direction of effect.  

Outcome “X” is the primary outcome. 

Hypothesis:  

A hypothesis states the predicted effect of interventions on trial outcomes.  

Avoid biased statements, suggesting the author has prejudged the outcome. 

Stated as a Null or alternative hypothesis. 

 

8. Trial design: 

Description of trial design, including the type of trial (e.g. parallel group, cross over etc.) and 

allocation ratio & framework should be included. 

Framework of a trial its overall objective to test superiority, non-inferiority, or equivalence 

of one intervention with another. 

The most common design for RCTs is: parallel group, two arm, superiority trial with 1:1 

allocation ratio. 

 



 7 

 

III. Methods 

A) Participants, interventions & outcomes 

9. Study settings: 

Description of the environment in which a trial will be conducted (e.g., community clinic, 

academic hospital) and list of countries where data will be collected. Reference to where list 

of study sites can be obtained. 

10. Eligibility criteria: 

Eligibility criteria for potential trial participants i.e. Inclusion and exclusion criteria for 

participants. 

They can relate to demographic information; type or severity of the health condition; 

previous or current treatment; diagnostic procedures; pregnancy; or other relevant 

considerations. 

In trials of operator-dependent interventions such as surgery, it is usually important to 

promote consistency of intervention delivery by also defining the eligibility criteria for care 

providers and centers where the intervention will be administered.  

Try to avoid restrictive participant selection. When trial participants differ substantially from 

the overall population to whom the intervention will be applied, the trial results may not 

reflect the impact in real world practice settings thus affecting the external validity 

(generalizability or applicability)  

 

11. Interventions 

-Description of Intervention/Control, including how and when it will be administered, with 

sufficient detail to allow replication. 

For drugs, biological agents, or placebos, the protocol description should include: 

Generic name, manufacturer, constituent components, route of administration & dosing 

schedule.  

The description of non-drug interventions—such as devices, surgical procedures needs 

additional details about the settings and individuals administering the interventions. e.g., the 

level of individuals administering these interventions (e.g., for surgeons). 

When intervention delivery is subject to variation, it is important to state whether the same 

individuals will deliver the trial interventions in all study groups, or whether different 

individuals will manage each study group.  

Interventions that consist of “standard of care” require further elaboration in the protocol, as 

this care can vary substantially across centers and patients.  

 

-Strategies used to improve adherence to intervention protocols, and procedures used to 

monitor these strategies (e.g. Pill count, adherence reminder sessions).  

 

-Relevant care/interventions that will be permitted or prohibited during the trial. 

 

-Criteria for discontinuing allocated interventions for a participant, if applicable, e.g. allergic 

reactions have been observed in rare cases. If this is suspected withdraw the trial medication 
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from the patient.  

 

12. Outcomes: 

Primary, secondary and other outcomes should be described, with specific and measurable 

assessment unit. 

 

It is important to explain the rationale for the choice of trial outcomes.  

 

4 components should be defined for each outcome:  

1. How the outcome variable will be measured, i.e. the data collected directly from 

participants (e.g., pain score, index, survival, pocket depth, mobility, patient 

satisfaction…etc.); 

2. When the outcome data that will be collected from each participant for analysis (e.g., 

change from baseline, final value, time to event).  

3. The method of aggregation (e.g., mean, median, %....)  

4. The specific measurement time point of interest for analysis.  

An ideal outcome is:  

1. Valid, reproducible 

2. Relevant to the target population. 

3. Responsive to changes in the health condition being studied. 

Primary outcome should be: 

 Defined in the PICO. 

 Of greatest therapeutic importance. 

 Essential for decision-making.  

 Used in sample size calculation (mostly) 

 Preferred to be patient oriented or patient-centered or patient-reported. 

Secondary objectives 

Study may not have 2ry objectives. 

Include more general objectives. 

Explain additional effects of intervention.  

Their number should be kept low to enable later analysis of results. 

 

Prioritization of 

Outcome 
Outcome 

Method of 

Measurement 

Unit of 

Measurement 

Primary outcome Pain 
Visual analogue 

scale 
Numerical 

 

13. Participant timeline 

A schematic diagram / table / Gantt chart is used to present the overall schedule for trial 

participants in each study group.  

A clear and concise timeline of the study visits, enrolment process, interventions, and 
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assessments performed on participants. 

 

 

14. Sample size: 

Estimated number of participants needed to achieve study objectives and how it was 

determined, including clinical and statistical assumptions supporting any sample size 

calculations. This should include:  

1. The primary outcome. 

2. Values for outcome (mean & SD). 

3. Statistical test used for calculation. 

4. Alpha level of significance (5%) 

5. Power (80%) 

6. The calculated sample size. 

7. 20 -30% increase for anticipated missing data depending on nature of study. 

8. A reference for outcome assumed. 

 

15. Recruitment: 

Strategies for achieving adequate participant enrolment to reach target sample size. 

1. Where? 

2. By whom?  
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3. When?  

4. How?  

5. Expected recruitment rates. 

6. Duration of recruitment period. 

7. Financial/non-financial incentives to investigators/participants. 

 

B) Assignment of interventions 

16. Allocation: 

16a. Randomization: 

Key elements of Random Sequence Generation in protocol are: 

1-Method of random sequence generation (computerized random number generator). 

2- Allocation ratio (1:1, 2:1). 

3- Type of randomization: simple, blocked, stratified. 

16b. Allocation concealment mechanism:  

Mechanism of implementing the allocation sequence (e.g. central telephone; sequentially 

numbered, opaque, sealed envelopes), describing any steps to conceal the sequence until 

interventions are assigned. 

16c. Implementation 

Who will generate the allocation sequence, who will enroll participants, and who will assign 

participants to interventions? 

 

17. Masking/blinding: 

Who will be blinded after assignment to interventions (e.g., trial participants, 

investigator/surgeon, outcome assessors, data analysts, statistician…) and how. 

 

 

C) Data collection, management, and analysis: 

18. Data collection methods 

Plans for assessment and collection of outcome, baseline and other trial data, including 

processes used to promote data quality (e.g. duplicate measurements, calibration of 

assessors) 

Description of study instruments used for data collection, along with their reliability and 

validity. 

Describe clearly the data collection process: 

1. The personnel (standardized training=consistency).  

2. Methods (standardized methods variability).  

3. Data collection instruments, valid & reliable (questionnaire). 

4. Data collection forms (appendices/reference). 

Plans to promote participant retention and complete follow up. 

Plans for data collected from participants who discontinue or deviate from intervention 

protocols 

 



 11 

 

19. Data management: 

Plans for data entry, coding, security, and storage, including any related processes to 

promote data quality (e.g., double data entry). Reference to where details of data 

management procedures can be found should be included. 

 

20. Statistical methods: 

Statistical methods for analyzing primary and secondary outcomes. Reference to where other 

details of the statistical analysis plan can be found, if not in the protocol. 

 

D) Data monitoring: 

21. Monitoring 

In most protocols, no formal data monitoring committee will be needed since most of studies 

in Faculty of Dentistry are with known minimal risks 

22. Harms 

Plans for collecting, assessing, reporting, and managing solicited and spontaneously reported 

adverse events and other unintended effects of trial interventions or trial conduct. 

23. Audit 

Frequency and procedures for auditing trial conduct, if any, and whether the process will be 

independent from investigators and the sponsor. 

 

IV. Ethics and dissemination 

24. Research ethics approval 

Plans for seeking research ethics committee/institutional review board (REC/IRB) approval 

 

25. Protocol amendments 

Plans for communicating important protocol modifications (eg, changes to eligibility criteria, 

outcomes, analyses) 

 

26. Informed consent 

Who will obtain informed consent or assent from potential trial participants. 

Additional consent provisions for collection and use of participant data and biological 

specimens in ancillary studies, if applicable. 

27. Confidentiality 

How personal information about enrolled participants will be collected, shared, and 

maintained in order to protect confidentiality before, during, and after the trial. 

28. Declaration of interest 

Financial and other competing interests for principal investigators for the overall trial and 

each study site 

29. Access to data 

Statement of who will have access to the final trial dataset. 
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30. Post-trial care 

Provisions, if any, for post-trial care, and for compensation to those who suffer harm from 

trial participation 

31. Dissemination policy 

-Plans for investigators to communicate trial results to participants, healthcare professionals, 

the public, groups (e.g., via publication), including any publication restrictions. 

-Authorship eligibility guidelines and any intended use of professional writers 

-Plans, if any, for granting public access to the full protocol & participant dataset. 

V. Appendices 

32. Informed consent 

Model consent form and other related documentation given to participants. 

33. Biological specimens 

Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or 

molecular analysis in the current trial and for future use in ancillary studies, if applicable. 

VI. Statement of originality 

34. Statement of originality 

Research point should be novel such as a new intervention, new assessment method, ……… 

Highlight the originality of your research point. Describe how your research is innovative 

and original. Explain how it adds to existing literature in your field. e.g. will it extend an 

area of knowledge, be applied to new contexts, solve a problem, test a theory, or challenge 

an existing one?  

 

VII. References 

All references should be written in the same font, and should be written through a 

citation/reference manager e.g. Mendeley or endnote. All references should follow the same 

style (author date style or cite-right Harvard is preferred). 

 


