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Proposal Template

This template should be used for research proposals submitted for ethical review by  the Busara ISERC in Kenya. Complete all applicable sections. Use clear, concise, and non-technical language where appropriate.
General guidelines:
· The protocol should be submitted in Muli font,  size 12 and should have a maximum of 30 pages, excluding references and appendices 
· Ensure the protocol is paginated for ease of reference 
· For referencing, use the APA referencing style; avoid the use of footnotes 
· Tables and figures should be numbered consecutively 
[bookmark: _bh2p1vj1jpch]
1. [bookmark: _kv6rps8nzm4h]Study Identification and Validation
a) Research Project Short Title
……………………………………………..……………………………………………..……………………………………………..……………..
b) Research Full Title: (If the response is the same as in 1(a), copy and paste the answer here.)
……………………………………………..……………………………………………..……………………………………………..……………..
c) Protocol Version: (For an initial submission, the protocol version is 1)
…………………………………………………………………………………………………………………………………………………………
d) Protocol Version Date: (Date of submission)
…………………………………………………………………………………………………………………………………………………………
e) Are there potential conflicts of interest related to the funding? 
· YES
· NO
IF YES, Describe conflict of interest:
………………………………………………………………………………………….
f) Is the study being done in an area different from which this REC operates?
· NO
· YES
IF YES, explain why you are submitting the study protocol at Busara ISERC
………………………………………………………………………………………….…………………………………….…………….…………
g) Anticipated start date of the study: …………………………………………………………………………………………
h) Expected end date of the study: ………………………………………………………………………………………………
i) Anticipated date to end participant recruitment: ………………………………………………………………
j) Which of the following types best describes your study?
· Population Studies
· Student Application
· Records Review and Analysis
· Social and Behavioral Research
· Epidemiology or Similar Research
k) What major condition; disease; problem or solution does the study address? 
· Malaria
· Covid 19
· HIV/AIDS
· Nutrition
· Immunization
· Tuberculosis 
· Maternal Health
· Primary Healthcare
· Child/Adolescent health
· Non-communicable disease
· Other 
 Please specify other: ……………………………………………………………………………………
l) Is this an application made by (a) student(s) for educational purposes?
· YES
· NO
i) IF YES, 
University's name: …………………………………………………………………………………………….…………….
Faculty's name: …………………………………………………………………………………………………………………
Contact of supervisor: ……………………………………………………………………………………………………..
Name of supervisor: ………………………………………………………………………………………………………..
Supervisor's CV: ……………………………………………………………………………………………………………….
Supervisor's letter of support: ………………………………………………………………………………………..

m) Has this study been undertaken previously?
· YES
· NO
IF YES, explain why it is being done again: ……………………………………………

n) Has the study been submitted to another ISERC for approval? 
· YES
· NO
i) IF YES, 
Reference number: ………………………………………………………………………………………..………..……….
Country and Name of ISERC: …………………………………………………………………………………………
o) If you previously sought ethical clearance for this study but it was not approved by the ISERC, please provide the reasons for the decision. Otherwise, write "Not Applicable."
……………………………………………..……………………………………………..……………………………………………..……………..
p) Select the level of risk identified for this study: 
· High risk
· Medium risk
· Low risk
Explain the risk level evaluation:……………………………………………..…………………………………………………
q) Are you requesting an expedited review? (Expedited review is available for research involving no more than minimal risk, such as minor modifications to previously approved research, continuing review of research with no greater than minimal risk, research involving data collected for non-research purposes, surveys, interviews, or focus groups on non-sensitive topics with adults, and data analysis projects)
· YES
· NO
IF YES, explain why an expedited review is needed
……………………………………………..……………………………………………..……………………………………………..……………..
Important Note! The final decision on whether or not your study qualifies for an expedited review track rests with the Busara ISERC secretariat. If your request for expedited review is not approved, the secretariat will inform you immediately. 
r) If the research is being conducted on minors, is provision made for minor assent? 
· YES
· NO
· NA

2. [bookmark: _qz9uiie9qvet]Principal Investigator and Research Team
a) For each of the Investigators involved in the study, please provide the following details:
Investigator # 
	Investigator Name:
	

	Nationality:
	

	Country of Residency
	

	Responsibility in Study:
	

	Institutional affiliation
	

	Designation and  Department
	

	Academic qualification:
	

	Curriculum Vitae
	[To be uploaded to RHinnO when submitting the application]

	Has Complete Ethics training?
	

	Institution(CITI, TTREE..etc.)
	

	Certification number:
	

	Physical Address:
	

	Postal Address:
	

	Primary email address:
	

	Secondary email address:
	

	Primary phone number:
	

	Secondary phone number:
	



b) Name of the Principal Investigator (Title/Surname/First Name/Other Name): …………………
3. [bookmark: _kyg49dq4sj5j]List of acronyms
List all acronyms and /or abbreviations used within the protocol.

4. [bookmark: _4y4amjjt9qm6]Lay summary
This section should include a non-technical summary of the background, objectives, methods, expected study outcomes, study duration, and budget. The lay summary should not exceed 250 words.

5. [bookmark: _97f7mi5492i4]Scientific abstract
This section should include a summary of the background, objectives, methods, expected study outcomes, study duration, and budget. The abstract should not exceed 250 words. 

6. [bookmark: _m908p3bpmhed]Background and Rationale
Briefly describe the research problem, relevant literature, and justification for the study. Explain the social or behavioral significance of the research.

7. [bookmark: _lqbj61bcubw8]Study Objectives
State the primary and any secondary objectives of the study.

8. [bookmark: _luwez6xf1ute]Research Questions/Hypotheses
a) State clearly the research questions. When formulating research questions, use the PICOT framework where applicable. (P-Population or participants of interest; I-Intervention, exposure, or issue of interest; C-Comparison group or alternative condition (if applicable); O- Outcome(s) of interest; T-Time frame)
b) A hypothesis is required for studies that involve statistical or experimental testing. Where applicable, clearly state the null hypothesis and, if relevant, the alternative hypothesis.
9. [bookmark: _qb7b3uveursq]Methodology
Provide a clear, complete, and scientifically sound description of how the study will be conducted. The information provided should be sufficiently detailed to allow the review committee to assess the scientific validity, feasibility, and ethical integrity of the proposed research.
9.1. [bookmark: _kmtjnljvkr8p]Study Design
State clearly and justify the study design. Examples include, but are not limited to, cross-sectional studies, cohort studies, case-control studies, randomized controlled trials, quasi-experimental studies, qualitative studies, or mixed-methods studies. The description must explain how the selected design is appropriate for addressing the research objectives and questions. Where applicable, please describe key design features such as identification strategy, comparison groups, allocation procedures, and timing of measurements 
9.2. [bookmark: _f5me1mciqo13]Study Setting and  Area
How many sites does the study have: …………………………………………………………………………
a) For each of the study sites, please provide the following information:
i) Site name: ………………………………………………………………………………………………
ii) Name of the Responsible Investigator: …………………………………………………………
iii) If the site is affiliated with a hospital, provide the name and physical address of the hospital: ……………………………………………………………………………………
iv) Country: ………………………………………………………………………………………………………………
v) Number of participants in this site: …………………………………………………………………
vi) Justification for the selection of the study area, including any relevant demographic, social, economic, or programmatic considerations.
 ………………………………………………………………………………………………………………………………
vii) What is the ethical justification and social value for conducting this study there?
………………………………………………………………………………………………………………………………..
viii) To what extent will this study contribute to capacity building in this geographical area
………………………………………………………………………………………………………………………………..
ix) Is this a multi-center study? 
· YES
· NO
IF YES, List all other countries involved:……………………………………………………………………
9.3. [bookmark: _sp6qwo9684w8]Study Population
Describe the target population and the characteristics of study participants. Inclusion and exclusion criteria must be explicitly stated and justified. Where vulnerable populations are involved (e.g., minors, economically disadvantaged individuals, persons with limited literacy, or other at-risk groups), additional safeguards must be described.

9.4. [bookmark: _nt8nwm62icgw]Sample Size Determination
Describe the method used to determine the sample size. For quantitative studies, this must include the statistical assumptions, parameters, and formulae used in the calculation (e.g., effect size, power, significance level, design effect, and expected attrition). For qualitative studies, provide a clear rationale for the proposed sample size, such as thematic saturation, diversity of perspectives, or analytical requirements.


9.5. [bookmark: _36whf2874n3e]Sampling Procedures
Describe the sampling strategy and procedures for selecting participants. Examples include simple random sampling, stratified sampling, cluster sampling, systematic sampling, purposive sampling, or other appropriate methods. The proposal must explain how the sampling frame will be constructed, how participants will be selected, and how representativeness or relevance will be ensured.

9.6. [bookmark: _4rf063a8wdx2]Participant Recruitment
Describe the procedures that will be used to identify, approach, and recruit participants. Include recruitment locations, recruitment materials, and personnel responsible for recruitment. Ensure that recruitment procedures minimize coercion, undue influence, or exploitation. Where gatekeepers, community leaders, institutions, or schools are involved, describe the process for obtaining permissions.
9.7. [bookmark: _d53nrjcvjivm]Data Collection Methods
State whether the study will use quantitative methods, qualitative methods, or a mixed-methods approach.
a) For quantitative data, describe the types of data to be collected (e.g., surveys, structured observations, administrative records) and the timing of measurements.
b) For qualitative data, describe the data collection methods (e.g., in-depth interviews, focus group discussions, key informant interviews, observations, document review).
c) For mixed-methods studies, describe how qualitative and quantitative components will be integrated.
9.8. [bookmark: _2363su1g6ihq]Data Collection Instruments
a) Specify all instruments and tools that will be used for data collection. This includes structured questionnaires, digital surveys, assessment tools, interview guides, focus group discussion guides, observation checklists, or other instruments. Describe whether the instruments are newly developed, adapted, or previously validated, and whether translation or cultural adaptation will be required.
b) Indicate whether data will be collected using digital platforms (e.g., ODK, CommCare, REDCap, SurveyCTO), paper-based tools, or online platforms (e.g., SurveyMonkey, Google Forms).
9.9. [bookmark: _exqn15d38y81]Data management
Describe how study data will be collected, handled, stored, protected, processed, analyzed, and ultimately archived or destroyed. The applicant must demonstrate that appropriate procedures are in place to ensure data integrity, confidentiality, security, and ethical use throughout the research lifecycle.
a) Data capture and handling: Describe how data will be collected, recorded, and transferred from the point of collection to secure storage. This includes procedures for digital data capture, paper-based data entry, data verification, and error checking.
b) Data storage and security: Specify where and how data will be stored (e.g., secure servers, encrypted cloud storage, password-protected devices). Describe measures to protect data from unauthorized access, loss, or breach, including encryption, access controls, secure transmission, and device security.
c) Confidentiality and de-identification: Describe how personally identifiable information (PII) will be protected. This includes procedures for anonymization or de-identification, separation of identifying information from research data, use of unique study identifiers, and restrictions on access to identifiable data.
d) Data access and permissions: Specify who will have access to identifiable and de-identified data and under what conditions. Describe procedures for controlling, monitoring, and documenting data access.
e) Data Quality Assurance: Describe procedures to ensure data integrity and quality, including training, piloting, field supervision, spot checks, back-checks, and validation procedures. Where applicable, describe procedures for monitoring protocol adherence and minimizing bias.
f) Data retention and destruction: Specify the duration for which data will be retained and the procedures for secure data destruction or archiving after study completion, in accordance with institutional and regulatory requirements.
g) Data sharing and secondary use: Where applicable, describe whether de-identified data will be shared with other researchers, institutions, or repositories, and the safeguards that will be applied to protect participant confidentiality.

9.10. [bookmark: _p5uhlnu23tga]Data Analysis
Describe how data will be analyzed to answer the research questions.
a) Quantitative data analysis: Describe the statistical methods to be used, including descriptive analysis, inferential statistics, regression models, or other appropriate techniques. Indicate the statistical software to be used (e.g., Stata, R, SPSS) and describe how assumptions, missing data, and potential biases will be addressed.
b) Qualitative data analysis: Describe the analytical approach (e.g., thematic analysis, content analysis, grounded theory). Explain how data will be transcribed, coded, and analyzed, including the use of qualitative analysis software where applicable.
c) Mixed-methods integration (if applicable): Describe how the two forms of data will be integrated to ensure coherent interpretation of findings.
9.11. [bookmark: _2tzrs06th8mq]Communicating Study Findings
Describe how the findings of the study will be communicated, shared, and used ethically and responsibly.
a) Dissemination strategy: Identify the intended users of the study findings (e.g., participants, communities, policymakers, practitioners, academic audiences) and describe the communication channels that will be used (e.g., reports, policy briefs, community feedback meetings, academic publications, conferences, media platforms).
b) Stakeholder and community involvement: Where applicable, describe how stakeholders, including participating communities, will be engaged in the dissemination of findings. This includes plans for sharing results in accessible and culturally appropriate formats, and ensuring that participants and communities are informed of key outcomes where appropriate.
c) Policy and practice implications: Describe any potential policy, programmatic, or practice implications that may arise from the study, and how findings may inform decision-making or contribute to evidence-based interventions.
d) Sustainability and post-study considerations: Where applicable, describe plans for sustaining beneficial interventions, practices, or community partnerships beyond the study period, including any transition, handover, or scaling considerations.
10. [bookmark: _ho0jgeo67u5d]Ethical and Safety Considerations
a) Describe clearly any ethical and safety risks that may arise from study procedures and the measures that will be implemented to prevent, minimize, monitor, and respond to such risks. This includes risks related to privacy and confidentiality, psychological distress, social harm, stigma, coercion, power imbalances, and the inclusion of vulnerable populations.
b) Describe how the study safety protocol was developed, including how potential risks were identified, the evidence or consultations used, and how mitigation strategies were designed or refined.
c) Indicate whether a community entry or stakeholder engagement process has been conducted or is planned, and how this informed the identification of context-specific risks and participant protection measures.
11. [bookmark: _o1npq2ybhcee]Informed Consent
a) Describe  the manner in which consent will be obtained and documented
b) Indicate the languages (in addition to English) in which Informed Consent will be available after initial approval.
c) Describe how you are going to assess participant comprehension of the information provided during the consent process
d) Will any remuneration be made to participants? 
· YES
· NO
e) Describe the potential benefits of the study for the participants and the population they represent
12. [bookmark: _nqjoqapw7iba]Community Engagement and Safeguarding
Describe how the research team will engage with the community and relevant stakeholders throughout the lifecycle of the study to ensure ethical conduct, participant protection, and responsiveness to emerging risks. Specifically:
a) Community Entry: Describe whether a formal community entry process has been conducted or is planned. Describe how community perspectives during entry informed study design and safety planning.
b) Ongoing Community Engagement: Describe the plan for continuous safety monitoring, including: ongoing communication with participants and community stakeholders; early identification and reporting of adverse events or unintended harms; procedures for responding to safety concerns; adaptation of study procedures where necessary; and referral pathways for participants requiring support.
i) Handling Complaints and Adverse Events: Describe how participant or community complaints will be received, documented, investigated, and resolved.
ii) Cultural Sensitivity and Inclusion: Explain how the study will ensure respect for local norms, values, and equitable participation.
13. [bookmark: _mse0b9rwy339]Time Plan (Gantt Chart)
Provide a clear timeline of the study, showing key activities, their sequence, and duration. The timeline should demonstrate the feasibility and logical flow of the project from preparation through data collection, analysis, and dissemination.
14. [bookmark: _kxot3m453hno]Budget and Budget Justification
Provide a detailed budget outlining all anticipated study costs, together with a brief justification for each major expense. The budget should demonstrate that the study is financially feasible and that resources will be used efficiently, appropriately, and in accordance with ethical and institutional requirements.
15. [bookmark: _2wn2l2fiiz1]Monitoring and Evaluation Plan
Describe how the study’s activities, outputs, and outcomes will be monitored and evaluated. Specify the key indicators to be tracked, major project milestones, roles and responsibilities for monitoring and evaluation, and how progress and performance will be assessed. Where applicable, describe how funders or partners will be involved in oversight and review.
16. [bookmark: _jm6kdcprnnpw]References  
List references cited in the proposal (if applicable) using the APA referencing style
17. [bookmark: _9y506hcpdp3d]Attachments Required
The following attachments are required when making an original/new submission. An asterisk (*) means that the document is mandatory and. If you need to attach additional documents to support your application, please upload them as additional documents.
1. Full Study Protocol * (Attach a filled out Protocol Template)
2. Protocol Summary * (Attach a filled out Protocol Template)
3. Covering letter listing all submitted documents *
4. GCP or Ethics Training Certificates *
5. Informed consent forms *
6. Study tools *
7. Study Budget *
8. Proof of payment
9. Additional Attachment #1 
10. Additional Attachment #2
11. Additional Attachment #3
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