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Research proposal Application Form
[bookmark: _Toc9506392]Note: 
1. Please read and follow the guidance notes (italic font) provided at the top of each form field. Failure to comply may result in delays processing the application.
Title
[Please provide the project title. The title should reflect what the proposal is all about, where, why, when, who and what is studied]
	


[bookmark: _Toc9506393]Background 
[bookmark: _Toc9506394]Literature Review
[Please provide a background (with cited references) describing what’s known (or not known) about the topic including definitions. In addition, include a critical review of weaknesses and gaps (in the method used, for example) in the literature reviewed]
	









[bookmark: _Toc9506396]Study Rationale
[Please provide a justification to undertake the study and also outline its potential value to PHCC]
	



[bookmark: _Toc9506397]Study Aim
[State the focus of your research as concisely as possible]
	



[bookmark: _Toc9506398]Objectives
[Please ensure that the objectives are linked to the aim of study and follow the SMART style, preferably numbered or in bullet points. Use active verbs like identify, establish, describe, determine, estimate, develop, compare, analyze, collect, assess, measure…. etc. and refer to specific variables and outcome measures]
	1. 



[bookmark: _Toc9506399]Materials and Methods 
[bookmark: _Toc9506401]Details of Study Design
[Please use the textbox below to elaborate on study design and study groups]
	



Study Setting
[Please provide a general description of the study place or context such as health centers (or a specific place or clinic inside), online (internet based), stored data … etc]
	



[bookmark: _Toc9506402]Study Population
[Please specify characteristics that describe your study subjects]
	



[bookmark: _Toc9506403]What are the inclusion criteria for the study?
[Please provide a list if possible]
	



[bookmark: _Toc9506404]What are the exclusion criteria for the study?
[Please provide a list if possible]
	



[bookmark: _Toc9506405]Sampling
[bookmark: _Toc9506406]Sampling technique
[Please describe the sampling type(s), e.g. probability or non-probability, and technique(s) that will be used in the study. Enough details should be provided. Note: if you are targeting the whole study population then this section is “Not Applicable”]
	



[bookmark: _Toc9506407]Sample size calculation
[Please describe the formula used for calculation with input criteria for sample size estimation like existing prevalence rates, previous study data, pilot study results … etc. Note: if you are targeting the whole study population then this section is “Not Applicable”]
	



[bookmark: _Toc9506408]Data Collection Methods. 
[Are any of the following involved? Please tick the appropriate checkbox box(es)]
· Stored data (CERNER) ☐
· Stored data (Care stream) ☐
· Stored data (other databases) ☐
· Self-administered Survey (email) ☐
· Self-administered Survey (sms) ☐
· Self-administered Survey (phone call) ☐
· Interview (face-to-face) ☐
· Interview (phone) ☐
· Interview (video) ☐
· Group discussions/training/workshops (face-to-face) ☐
· Group discussions/training/workshops (phone) ☐
· Group discussions/training/workshops (video) ☐
· Direct Observation/Video recording/tape recording ☐
· Covert observation/covert filming/ covert recording ☐
· Clinical (physical examination) ☐
· Non-invasive laboratory investigation ☐
· Radiological Imaging/working with sources of ionizing radiation ☐
· Invasive laboratory investigation (venipuncture/tissue sampling) ☐
· Experiment (Interventions using drugs/medical products/medical devices) ☐
· Other _____________________________________________________ ☐
[bookmark: _Toc9506409]Describe the method used for data collection and its validation. 
[Please describe the data collection instrument (selected from the above list). In addition, ensure that validation is also included]
	





[bookmark: _Toc9506410]Types of Outcome Measures
[Please list the variables used as outcome measurements with any epidemiologic measures or indices needed to describe study outcomes. In addition, ensure that these outcome measures are linked with study aim and objectives]
	





[bookmark: _Toc9506411]Describe the quality control measures and good practices to be followed during the study 
[Where possible please provide a checklist that you will follow to assure quality research. For example, the checklist from the EQUATOR network (https://www.equator-network.org/), can be used to ensure that data collected is accurate, reliable, valid, compliant with the research protocol, data safety monitoring plan ..etc.]
	





[bookmark: _Toc9506412]List and describe the variables needed(Complete ONLY if stored data is collected)

[Please note that only variables mentioned in this list will be approved for extraction, based on the inclusion and exclusion criteria mentioned in section 3.3. In addition, please ensure that the data requested are stored as variables and not part of a descriptive text field on CERNER. Provide a list of variables needed and provide enough details including (but not limited to):
· The exact time frame of the requested data.
· The date or the order (first, last, middle …etc.) of the variable for repeated measurements.
· The ICD10 or SNOMED code for the specific entity (for example it’s not acceptable to ask for chronic diseases, instead you need to list all the specific diagnostic terms with their ICD10 or SNOMED codes).
· A sample of variables requested is provided below (blue colour text) for reference. Please delete the table rows containing the blue text before proceeding]
	Time frame
	From dd-mm-yyyy to dd-mm-yyyy



	Variable
	Description/ definition/ units/ time point or period
	Data recode, if required

	1. 
	
	

	2. 
	
	

	3. 
	
	

	4. 
	
	

	5. 
	
	

	6. 
	
	

	1. 
	
	

	2. 
	
	

	3. 
	
	

	4. 
	
	

	5. 
	
	


Project Management
[bookmark: _Toc9506416]Recruitment plan for prospective participants
[Please describe in detail how are you going to approach the targeted study sample/population]

[bookmark: Check48]|_| Informed consent will be obtained
[Please describe in detail how are you going to approach the targeted study sample/population]
	







|_| Waiver of informed consent is requested
All of the following study conditions must be met to request a waiver of informed consent:
· The research involves no more than minimal risk to the subjects
· The waiver or alteration will not adversely affect the rights and welfare of the subjects 
· No sensitive information (drug use, history of sexually transmitted disease) will be collected. 
· The research could not practicably be carried out without the wavier or alteration 
· Whenever appropriate, the subjects will be provided with additional pertinent information after participation

	[bookmark: _Hlk144371104]





[describe how your study meets each of the regulatory requirements for waivers of consent/assent]

Data Collection Procedure
[Please describe in detail, who will be collecting the data? where the interaction with participants will take place? the expected duration of participation in the study for each participant and the process of data collection, how long data will be retained after completion of the study]
	



[bookmark: _Toc9506417]Time (When will the study be conducted?) 
[e.g., is it during working hours or shift?]
	



[bookmark: _Toc9506418]Study Duration 
[Please tick the appropriate checkbox box]
One year ☐ 	Two years ☐ 		Three years ☐ 	Four years ☐ 		Five years ☐
[bookmark: _Toc9506414][bookmark: _Toc9506415][bookmark: _Toc9506421]Human resources required for the project
[Please provide details of human resources required to conduct the study and provide justification for reimbursement of each task]
	Tasks
	Task description
	Unit of calculation*
	Number of units required
	Effort in terms of time per unit**

	Oversight / administration
	
	e.g., per questionnaire
	e.g., 500 questionnaires
	e.g., 20 minutes per questionnaire

	Recruitment - communication
	
	
	
	

	Recruitment - data collection
	
	
	
	

	Data management / analysis
	
	
	
	

	Report/publication writing
	
	
	
	

	Others (please specify)
	
	
	
	


*The unit of calculation may be patient, sample, interview, questionnaire, phone call, visit, etc.
** Please provide details of the effort required in terms of time per unit. For e.g. a phlebotomist will require a total of 10 minutes per patient to draw blood.
Will the project require the usage of any materials or equipment from PHCC? 
[For example, if the study requires blood test how will the cost be covered?]
Yes ☐ 		No ☐   [Please tick the appropriate checkbox box]
[If so, what materials and/or equipment will be required and how will their costs be covered?]
	



[bookmark: _Toc9506422]Is there any other requirement for the project? 
Yes ☐ 		No ☐   [Please tick the appropriate checkbox box]
[e.g. workshops, meetings, training. If yes, will these interfere with clinic or staff duties?]
	



[bookmark: _Toc9506424]Ethical considerations
[List all possible ethical issues related to the study and the way it’s managed to reduce their risk. Participant Information Sheet and Consent Form templates can be obtained from the Department of Clinical Research. All completed forms should be appropriately translated into a language understood by the research participant]
[bookmark: _Toc9506429][bookmark: _Toc9506425]Vulnerable population as research participants 
[Please tick the appropriate checkbox box]
· Children less than 18 years ☐
· Pregnant women or those with infants ☐
· Persons with physical / mental disabilities ☐
· Older adults more than 65 years ☐
· Prisoners ☐
· Other Institutionalized persons ☐
· Refugees ☐
· Other vulnerable population groups ☐ _________________________________
[bookmark: _Toc9506430]Describe the measures that you will take to protect any vulnerable populations in your study
	



How is the study addressing the principle of Justice (Belmont Report)?
[How will you ensure fair subjects selection for participation? Please tick the appropriate checkbox box]
☐ The recruitment of study participants follows strict inclusion and exclusion criteria to assure unbiassed enrollment.
☐ The study uses some form of random sampling to assure equitable selection of prospective participants
	Other comments



[bookmark: _Toc9506426]How is the study addressing the principle of Beneficence (Belmont Report)?
[How will the study minimize harm or discomfort and what possible benefits are there for participants? For example detecting a medical condition will be promptly addressed by the medical services. Please tick the appropriate checkbox box]
Is there any direct benefit to study participants? Yes ☐ 		No ☐ 
Is there any potential harm to study participants? Yes ☐ 		No ☐ 
Please select the type of harm to individual/ group/ society from the list below. [tick the appropriate checkbox]
☐ Psychological (e.g., lowered self-esteem; emotional distress; embarrassment; misperceptions of the research purpose could raise false expectations of gain to participants). 
☐ Physical (Illness/accident consequent on participation in study).
☐ Social (Unwarranted exclusion from society; ostracised by neighbours/ friends/ family/ significant reference or peer group).
☐ Economic (Economic deprivation as consequence of answering questions). 
☐ Legal (Legal penalties ensuing from answering questions in survey). 
☐ The study addresses sensitive topics (e.g., sexual activity or preference, drug use, mental problems, politics).
☐ The study involves invasive, intrusive, or potentially harmful procedures of any kind.
☐ The study may cause harm consequent on: Participation, Exclusion, or Dissemination of findings.
Please describe any attempts to minimize risk of potential harm and other comments in the text box below.
	



[bookmark: _Toc9506427]Privacy/Autonomy of study participants
[Explain how you will maintain privacy of study participants at all time? What options will you provide to allow participants to make voluntary decisions? Can you identify sources of undue coercion and show how to address this ethical risk? Please describe any process, like an informed consent or procedure in detail].
[Please tick the appropriate checkbox box]
☐ Privacy of a personal interview about sensitive topics is secured by keeping it exclusive to the interviewed individual.
☐ Privacy of the participants in a personal interview is maintained by selecting their home or a private office instead of a public place. Securing a private room is a plausible alternative.
☐ De-identifying photos, audio tapes, or videos tapes of the participant that will be made during a study.
☐ Assuring anonymous submission of surveys and questionnaires.
☐ The study involves participants who cannot give informed written consent.
☐ There is an existing power relationship between the researcher(s) and the participant(s) that needs to be considered. For instance, a lecturer researching his/her students, or a manager interviewing her/his staff.
☐ The participants will be asked to confirm that they have received and read the information about the study.
☐ The information will be provided in formats other than standard type (eg Braille, large font).
☐ The “waiver of authorization/ consent for research recruitment” form was completed to approve the first contact with prospective participants for recruitment purposes.
Please describe other plans to protect the privacy/autonomy of study participants in the textbox below.
	



[bookmark: _Toc9506428]Confidentiality/Anonymity of study participants
[How will you maintain confidentiality/anonymity of study participants? What safety precautions have you arranged in case of leakage of personal data? Who will have access to confidential research information…etc.?)]
(Please tick the appropriate checkboxes)
☐ A password protected computer system is used to assure secure data storage.
☐ Only encrypted systems are used for storing research data on laptops.
☐ A locked file cabinet is used to store research related paper forms.
☐ Access to study data is limited to only a few members of the study team.
☐ Plans are set to destroy all research generated data after 3 years according to PHCC regulations.
☐ The study report / publication will show only aggregate results with no identifiers.
☐ Only deidentified study data is stored.
☐ A code number is used instead of the participant’s real name on study data and blood/tissue samples.
☐ Research generated data will be shared with a third party. In this case describe a plan to protect participants confidentiality in the textbox below.
☐ The study requires the co-operation of a gatekeeper for initial access to the groups or individuals to be recruited (e.g., health center manager, school principal). In this case describe a plan to protect participants confidentiality in the textbox below.
	



Engagement of targeted population/ service users/ their family and the public in developing the current study proposal
[How will you ensure that service users, service user families and the public were provided with opportunities to be involved in the design, conduct and dissemination of research, unless otherwise justified. Examples may include polling the opinion of few service users in a health center about the logistics of the study, the data collection tool and their comprehension of the informed consent, providing the contact info of an independent body that monitors the quality of research process or to provide an opportunity for the study participants to provide feedback or raise concerns about the study…..etc.]
[Please tick the appropriate Checkboxes]
☐ The project has been discussed with those likely to be involved (including potential participants or those who may represent their views).
☐ A formal feedback/evaluation of the proposal and/or its tools from potential participants is attached with the submission file.
☐ The participants will receive feedback/ briefing of study findings.
☐ The participants will receive results of tests performed as part of the study.
☐ A provision has been made to respond to queries and problems raised by participants during the course of the study. 
[Please elaborate in the textbox below.]
	


[bookmark: _Toc9506423]Bibliographic References (Vancouver style is recommended)
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