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	A) Study information

	I) Study title: 

	· English
	


	· Arabic
	


	II) Study degree: 
	                          
	Master             
	
	PhD
	
	Research

	III)  Registered Dept.
	                      
	Molecular Biology               
	
	Biotechnology  
	
	Bioinformatics

	IV)  Student Name:
	

	V)  Supervisor committee

	1) Main Supervisor/Corresponding Contributor

	Name
	


	Specialty
	


	Dept.
	


	Faculty/University
	


	Email
	


	2) Co-supervisors / Other Contributors

	Name
	Specialty

	

	

	

	

	

	

	

	

	VI)  Type of Research and Activities Involved (please check all that apply ):

	Type
	Materials
	Methods

	 
	Retrospective study 
 Human Participant Recruitment    
 Animal Studies        
 In vitro Studies    
 Clinical Trials Case Report                          
 Experimental animals
 Other (please specify):

	 
	 Infectious agents
 Tissue/Cell lines 
 Therapeutic Intervention  
 Blood Sampling                     
Tissue Sampling                        
 Other (please specify): 
                                   
	 
	 Genetic Analyses
 Conventional Microbial analysis 
 Secondary Data/Specimen Analysis
 Molecular Diagnosis  
Biochemical analysis
 Other (please specify):                                    

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	VII) Research area:     (must be confined  with institutional research plan)         

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	VIII) Availability of Funding Source:              

	                           
	
	No

	
	
	Yes

	      If Yes, Please list all source(s):



	IX) Conflict of Interest: All investigators must declare any potential conflict of interest.

	          
	
	No

	
	
	Yes

	If Yes, Please explain:







B) Study proposal/protocol
(All blue typed explanatory text are to be replaced by Applicant text)
I. Background: 
This section should contain a background discussion of the problem and provide justification for the study. It is essential to describe the need for the study (Rationale of the study). 
This section should end with the stated hypothesis. 
It is essential to cite recent references in this section.
II. Objectives:
Primary Objective
State the main purpose of performing this study, which should be focused on one question.
· Sample Text 1: To evaluate the genetic base of emerged anti-tuberculosis drug resistance.
· Sample text 2: To investigate the most common cause of a given type of infection.
· Sample text 3: To evaluate the anti-cancer potential of a given herb extract.
Secondary Objectives
Include secondary objectives, which can be two or more. They can be dependent or independent of the primary objective.  
· Sample text1: To assess patients overall change in symptoms and return to daily activities after 2 weeks of antibiotic treatment.
· Sample text2: to assess associated risk factors of a given disease.
III. Study design:
· Include the description of study type and duration: 
· Sample text: prospective data or specimen collection, retrospective, or observational, survey, or questionnaire. 
· Type of specimens to be collected 
· Sample text: (Blood, urine, tissue --------)
· Type of analysis to be performed 
· Sample text: (CBC, urinalysis, Microbial detection/identification Genetic identification, mutation detection -------)

IV. Study setting: (including all collaborating center)
· Sample text 1: The study will be carried out in MBRSI laboratories in collaboration with Faculty of Veterinary Medicine Hospital, Assiut University.
· Sample Text 2: The study will be carried out in MBRSI laboratories in collaboration with Genetics department, Faculty of Agriculture, Cairo University.
V. Study Population:
a) Details of the study subjects/participants
· Sample text 1: Patients presenting to the ------- Department OPD at Assiut University Teaching Hospital (AUTH). 
· Sample text 2: Animals presenting to the Animal Medicine Department at Assiut University Veterinary Teaching Hospital.
· Sample text 3: Experimental animals (type, species, numbers, groups).
b) Inclusion /Exclusion Criteria
What are the criteria for including or excluding any particular population?
Create a numbered list of criteria that subjects must meet in order to be eligible for study enrollment (e.g. age, gender, target disease, concomitant disease, etc.).
Inclusion criteria: 
Example: 
· All patients attending --- clinic at AUTH; with symptoms of ---- 
· Available sufficient pathologic specimen for-----
· All animals presented with elevated body temperature 
Exclusion criteria:
Example:
· Patients on treatment regimen
· children less than 1 year of age 
· Animals with previous treatment history
· Pregnant females
VI. Study procedures:
· Indicate and justify sample size that will be enough to deliver the significant results.
· Include a description of how subjects will be identified, including who will identify eligible subjects and perform the chart review and data collection. 
· If the study includes a prospective component where there will be interaction with study subjects, describe how the privacy of the subjects will be maintained
· Include a description of all data points to be collected and as applicable, a copy of the data collection tool to be used.
VII. Data management and analysis:
What do you plan to analyze from the data you collect? Consult a biostatistician before you finalize your protocol.
Sample Text: SPSS software, version -- will be used for all statistical analyses.
If your study is descriptive with no comparisons between groups:
· Sample Text:
· Numeric data will be presented as mean± SD, or as median and range according to the type of distribution of each variable. 
· For categorical variables, percentages will be used
If your study includes comparisons between groups:
· Sample Text:
· Comparison between groups will be made by Student’s t-test or Mann Whitney test according to data distribution.
· Chi squared test for categorical values
· For comparison of survival, a log rank test will be used.
VIII. Ethical part & confidentiality: 
A description of the process by which subjects and their protected health information will be managed and thus confidentiality maintained is an essential part of the study protocol.
· Sample 1: Informed consent is waived because its a retrospective chart review study.
· Sample 2: Ethical approval will be sought from Institute Bioethical committee. No study activities will be started until the approval is obtained
· Sample 3: Patients will be included in the study after signing informed consent form. 
IX. Publication:
Sample: The main credit in publication will go to the principal investigator and co-investigators. Those who will contribute less substantially to data collection and analysis will have an acknowledgement in the manuscript. 
  
X. Attachments (if applicable):
Data Collection Form
Patient information sheet 
Informed consent form
XI. References:
      List all the references used in the background section at the end of the protocol.
XII. Research reporting timetable:
Please mark squares corresponding to time required for each specific action
	Activity
(Other activities may be added)
	Time required (Months)

	
	2
	4
	6
	8
	10
	12
	14
	16
	18
	20
	22
	24

	Preparation and development of Material
	
	
	
	
	
	
	
	
	
	
	
	

	Training of personnel involved in the research (if needed)
	
	
	
	
	
	
	
	
	
	
	
	

	Research work (Clinical, lab work or field work)
	
	
	
	
	
	
	
	
	
	
	
	

	Data entry and analysis
	
	
	
	
	
	
	
	
	
	
	
	

	Research writing
	
	
	
	
	
	
	
	
	
	
	
	

	Publication
	
	
	
	
	
	
	
	
	
	
	
	





	Commitment of Supervisory committee/ contributors

	I agree to conduct this Research in accordance with applicable regulations, procedure and policies of MBRSI and to submit required progress reports.

	Name 
	Role (M. Sup., Co-Sup., PI, Co-I)
	Signature
	date

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Approval of Registered Department

	 Molecular Biology                                                     
	
	Applied Biotechnology
	
	Applied Bioinformatics & Biostatistics
	

	The research proposal was found scientifically sound after appropriate field expert reviewing and lays within Institutional research plan priorities. The investigator has appropriate resources to conduct the Research.

	Head of Department

	Name
	Signature
	Date

	
	
	


	Decision of MBRSI-Research Ethical Committee:

	Decision
	Date
	Reviewers signature

	 Approved
	
	
	

	 Minor revision
	
	
	

	 Major revision
	
	
	

	 Approved after revision
	
	
	

	 Rejected
	
	
	

	Comments (points need to be readdressed)






	
Head of MBRSI-Research Ethics Committee approval


	Name
	Signature
	Date

	

	
	



Vice Dean for Postgraduate Studies		Molecular Biology Research & Studies Institute
                                                                                          Research Ethics Committee
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