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[bookmark: _Toc528851383][bookmark: _Toc528851386]Title 
The title should reflect the objectives of the study. It must be written or revised after the whole proposal has been written so that it is a true representative of the study plan. First capitals with font size 14 aligned in the page center. Ideal title should not exceed 50 words. 
[bookmark: _Toc528851384]Introduction 
[bookmark: _Toc528851385]It has three parts as following;
· Identification and Statement of the problem under study
· Research Strategy undertaken by researchers so far. Obviously the problem has been perceived by other people around the world and they have also conducted research on it. Write in your own words the findings of other researchers and their successes or failures in finding solutions to the problem. This part has to be written after conducting a thorough and relevant literature search and providing appropriate references as and where needed. The literature search should be from current research (mostly within past 5 years).
Rationale 

· Rationale of your study: State why you have decided to undertake research on this problem; what was it that posed as the motivation to conduct your study; what aspect of the problem would you like to study and why? Rationale is usually in keeping with research work conducted so far, so that areas where researchers still continue to have problems are selected and their rationale provided; areas or aspects of the problem that have been successfully resolved are not considered research topics (reinventing the wheel).
Objectives 
Objectives are statements of mentions. They inform the reader clearly what the researcher plans to do in his/her work. The first step is to identify the variables involved in research. Objective should be sufficiently specific, measurable, achievable, relevant and time bound (SMART). Objectives are written in ‘action verbs’ in the ‘to do…’ format, e.g., 
The objectives of this study are:
· To determine …..
· To compare….
· To correlate…   etc.
Objectives should be simple (not complex), specific (not vague), and stated in advance (not after the research is done). After statement of the primary objective, secondary objectives may be mentioned. Young investigators are advised to resist the temptation to put too many objectives or over-ambitious objectives that cannot be adequately achieved by the implementation of the protocol.
[bookmark: _Toc528851387]Operational definitions 
These guide the reader or the assessor on how the research measures individual variables.It must be noted here that vague terminologies may be avoided in operational definitions and only confirmatory tests/tools may be sufficient in operational definitions.
e.g., Anemia in your patients could be defined as ‘clinically evident by inspection of fingernails, mucous membranes or inner margins of eyelids’ or as ‘hemoglobin measurement in g/dl of less than 10 g/dl’ or ‘hemoglobin measurement in g/dl of less than 12 g/dl’, etc. You are free to use standard definitions of technical terms or even have your own definitions in the context of your study.

Hypothesis 
A hypothesis is a statement showing expected relation between two variables. Hypothesis must be mentioned clearly and must reflect the objectives of the study. A hypothesis is needed in the following study designs:
· All interventional studies
· Cohort
· Case control
· Comparative cross sectional.
Generally there are two types of hypotheses:
 a) The Null Hypothesis, where you make a statement in support of an existing situation or make a statement of no difference from an expected outcome, e.g., ‘the audit will reveal that proper guidelines were followed’, or ‘the audit will reveal that that there were no significant differences in the policy of the hospital and internationally recommended guidelines’. 
b) The Alternate Hypothesis, where you make a statement opposing the existing state or state that a true difference does exist between expected and obtained outcomes, e.g. ‘the audit is expected to reveal that proper guidelines were not followed’ or ‘the audit will reveal significant differences in policy and practice from internationally recommended guidelines’.
It is important to note here that descriptive studies DO NOT carry any hypothesis. 









[bookmark: _Toc528851389]Material and Methods
Study Design: Mention the name of the appropriate study design. The choice of study design must relate to the objectives. 
Settings: State the place where your research work will be undertaken. This may be a hospital and / or its department(s) or the community or both. Also mention some facilities of the setting that will help your research, e.g., number of beds (patients per month), surgical or medical facilities, researchers / supervisors, equipment, standard labs, etc. The setting usually indicates the place(s) from where you will collect your data and/or carry out your lab work; in case these are separate places, mention both, e.g., data would be collected from patients of medical/surgical wards of a hospital, while the lab work would be conducted in the clinical pathology laboratories of the hospital.
Duration: The expected duration of your research study and why this duration is required (number of patients, hospital tests, data collection and analysis, report writing, etc.). You may like to prepare a detailed time table (Gantt Chart) of your activities on a weekly or monthly basis, outlining targets that you expect to achieve per week or month for the entire duration of you study. This will help to organize and allot your work to fellow researchers and give you a basis for monitoring the progress of your research per week or month, so you can make changes, if needed in the pace of work or other parameters.
Sample Size: How many patients/samples/participants/animals/tissue etc will be included? If there are groups how many per group? The protocol should provide information and justification about sample size. A larger sample size than needed to test the research hypothesis increases the cost and duration of the study and will be unethical if it exposes human subjects to any potential unnecessary risk without additional benefit. A smaller sample size than needed can also be unethical if it exposes human subjects to risk with no benefit to scientific knowledge. Calculation of sample size has been made easy by computer software programs for example, https://www.surveysystem.com/sscalc.htm, https://www.who.int/ncds/surveillance/steps/resources/sampling/en/. But the principles underlying the estimation should be well understood. The sample size must be justified scientifically how it was calculated. The parameters used for sample size calculations must be clearly mentioned and must be referenced. 
Sampling Technique: Type of sampling technique employed whether probability or non-probability and even the subtype within each category should be clearly stated. 
[bookmark: _Toc528851390]Sample Selection
Inclusion criteria: on what bases will patients/samples be inducted in the study. Background variables which are considered for inclusion must be stated. In case of special circumstances, the criteria must clearly state the inclusion strategy. 
Exclusion criteria: On what basis will patients/samples be excluded from the study. How the variables mentioned in exclusion criteria are detected. Exclusion must also be justified as what pushed the researcher to exclude the particular from the study. 


[bookmark: _Toc528851391]Data Collection Procedure 
For complete details of data collection procedure, the following information must be furnished before submission:
· In case of data collection from outside premises of the parent institute, it should be mentioned that the certificate for data collection may be obtained from the subject institution.
· Once the subject is evaluated for inclusion, details of informed consent to be taken must also be clearly mentioned. The process of informed consent is also required for samples from hospital/institutional laboratories. 
· In case of cohort studies, details of the cohort, how the subjects to be included in the exposed group and unexposed group must be clearly explained. 
· In case of case control studies, details of how the subjects to be assigned to cases and controls should be explained.
· In case of clinical trials, details of how the subjects to be allocated in different groups must be clearly explained. What type of intervention to be given in either group? 
· Interventions: If an intervention is introduced, a description must be given of the drugs or devices to be used, and whether they are already commercially available, or in phases of experimentation. For drugs and devices that are commercially available, the protocol must state their proprietary names, manufacturer, chemical composition, dose and frequency of administration. For drugs and devices that are still in the experimental stage (or that are commercially available but are being used for a different indication or in a different mode of administration), additional information should be provided on available pre-clinical investigations in animals and/or results of studies already conducted on humans. In such cases, the approval of the drug regulatory agency in the country is generally needed before implementing the study.
· The time interval of follow up etc. must be clearly mentioned (if required) for the said objective. 
· In case of studies based upon questionnaires, details must be give as is to who will conduct interview, any training to be given to the interviewers, whether the interview will be conducted in local language, whether validity of the instrument checked before or not, if yes proper reference may be quoted if the instrument is validated internationally. 
· In case of diagnostic procedures, details of the equipment including the person who will conduct the procedures must also be stated to keep uniformity among procedures. In case of established procedures a reference can be sufficient however; in case of any new procedures sufficient details may be furnished. 



[bookmark: _Toc528851392]Data Analysis Procedure
Software for data analysis and types of variables must be mentioned
· Data analysis plan for type of variables must be mentioned e.g. what you will do with your numerical data and what you will do with your categorical data.
· In case of analytical studies, type of statistical test corresponding to type of comparing variables must be mentioned. The level of significance for rejecting the null hypothesis must be mentioned. 
· In case of correlation studies, type of test for measuring correlation must also be mentioned.
· In case of studies corresponding to validity and reliability for diagnostic procedures must be explained in detail.
· Means of controlling confounders/effect modifiers must be mentioned e.g. stratification or regression analysis etc. 
[bookmark: _Toc528851393]















References:
The style should be Vancouver  super-script: 
Journal Articles:
· Standard Research Article:
When referring to articles in standard journals, all authors should be listed, if there are six or less. When there are seven or more authors, only the first six should be listed followed by et al. 
Example:
You CH, Lee KY, Chey RY, Menguy R. Electrogastrographic study of patients with unexplained nausea, bloating and vomiting. Gastroenterology 1980;79:311-4.
· Journal paginated by issue 
Example:
Seaman WB. The case of the pancreatic pseudocyst. Hosp Pract 1981;16(Sep):24-5.
· Corporate author
The Royal Marsden Hospital Bone Marrow Transplantation Team. Failure of syngeneic bone-marrow graft without preconditioning in post-hepatitis marrow aplasia. Lancet 1977;ii:242-4.
· No  author  given
Anonymous. Coffee drinking and cancer of the pancreas (Editorial). Br Med J 1981;283:628.
Journal  supplement
· Mastri AR. Neuropathy of diabetic neurogenic bladder. Ann Intern Med 1980;92(2 Pt 2):316-8.
· Frumin AM, Nussbaum J, Esposito M. Functional asplenia: demonstration of splenic activity by bone marrow scan (Abstract). Blood 1979;54 (suppl 1):26a.
Books and other monographs
· Personal author(s): 
Eisen HN. Immunology:an introduction to molecular 	and cellular principles of immune response. 5th ed. New York: Harper and Row, 1974.
· Editor(s), compiler, chairman as author. 
Dausset J, Colombani J, editors. Histocompatibility testing 19th ed. Copenhagen: Munksgaard, 1973.

Chapter in a book
Weinstein L, Swartz MN. Pathogenic properties of invading micro-organisms. In: Sodeman WA Jr, Sodeman WA, editors. Pathologic Physiology: mechanisms of disease. Philadelphia: W B Saunders; 1974. p. 457-72. 
Electronic Material
· Journal article in electronic format
Morse SS. Factors in the emergence of infectious diseases. Emerg Infect Dis (serial online) 1995 Jan-Mar [cited 1996 June 5]; 1(1): [24 screens]. Available from: URL: http://www.cdc.gov/ncidod/EID/eid.htm
· Monograph in electronic format
CDI, clinical dermatology illustrated [monograph on CD-Rom]. Reeves JRT, Mainbach H. CHEA Multimedia Group, producers. 2nd ed. Version 2.0 San Diego: CMEA; 1995
· Computer File
Haemodynamics III: the ups and downs of haemodynamics [computer programme]. Version 2.2. Orlando (FL): Computerized Educational Systems; 1993.
For further assistance in reference writing in Vancouver style, refer to BMJ referencing guide at: http://www.southampton.ac.uk/library/resources/documents/vancouverreferencing.pdf
[bookmark: _Toc528851394]Annexes: 
Annex usually contains the Performa including checklist. Other annexes may be made to provide any detailed methods (e.g., lab procedure methodology, details of operative procedures, etc.) that cannot be included in the main text.
[bookmark: _Toc528851395]Data collection instrument:
The researcher must attach, as an annex, the questionnaire/ data collection tool with the help of which he/she intends to collect data. This should match the objectives and must not contain irrelevant sections like inclusion and exclusion criteria.  







ANNEX-II Budget
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ANNEX-III  Gantt Chart
	 
	GANTT Chart
	

	S.No
	Activities
	Duration
	Sep 2026
	Oct 2026
	Oct 2026
	Nov 2026
	Nov 2026
	Dec 2026
	Dec 2026
	 

	1
	Selection of Topics
	Two weeks
	 
	 
	 
	 
	 
	 
	
	 

	2
	Literature Review
	Two weeks
	 
	 
	 
	 
	 
	 
	
	 

	3
	Synopsis Writing
	Two weeks
	 
	 
	 
	 
	 
	 
	
	 

	4
	Research Work
	Nine Weeks
	 
	 
	 
	 
	 
	 
	
	 

	5
	Interpretation of results
	Two weeks
	 
	 
	 
	 
	 
	 
	
	 

	6
	Thesis Writing
	Four Weeks
	 
	 
	 
	 
	 
	 
	
	 









Annex- IV: Supervision Contract

This is an agreement between:
Name of Supervisee:    _____________ Department/Institute ________                                                    
Name of Supervisor:  ________________________________
Department/Institute _________________________________
Duration of supervision session: ________TO_______________
The purpose of supervision is to:   
meet requirements for training supervision              and          (any other) _______________________________________________________________
Purpose, Goals and Objectives of Supervision:
a. To fulfill requirements for training supervision
b. To promote development of supervisee’s professional identity and competence
c. To (Other) (As agreed upon by supervisor and supervisee) ________________________________________________________________________________________________________________________________
Context and Content of Supervision:
1. The content will focus on the acquisition of knowledge, conceptualization, and skills within the defined scope of practice.
2. The context will ensure understanding of ethics, codes, rules, regulations, standards, guidelines(including consent, confidentiality/ privacy), and all relevant legislation.
3. A supervisory record form/Students Progress report will be used to document impressions of each supervisory session. Feedback will be provided at the close of each session. 
Rights and Responsibilities of Supervisor
a. Supervisor Rights
1. To bring concerns/issues about Supervisee’s work.
2. To question Supervisee about his/her work and workload.
3. To give Supervisee constructive feedback on his/her work performance.
4. To observe Supervisee’s practice and to initiate supportive / corrective action as required
b. Supervisor Responsibilities
1. To uphold ethical guidelines and professional standards.
2. To make sure supervision sessions happen as agreed and to keep a record of the meeting.
3. To create a supervision file containing supervision records and other documents relating to development and training.
4. To ensure that Supervisee is clear about his/her role and responsibilities.
5. To monitor Supervisee’s performance.
6. To set standards and assess the Supervisee against these.
7. To deal with problems as they impact on the Supervisee’s performance.
8. To support supervisee on the agreed personal development plan
Rights and Responsibilities of Supervisee
a. Supervisee Rights
1. To uninterrupted time in a private venue of supervisor’s attention, ideas and guidance.
2. To set part of the agenda and challenge ideas and guidance in a constructive way.
3. To receive feedback and ask questions.
5. To have his/her development/training needs met.
b. Supervisee Responsibilities
1. To uphold ethical guidelines and professional standards;
2. To be prepared to discuss patient cases/research findings with the aid of written case notes and / or video / audio tapes;
3. To validate diagnoses, interventions, approaches and techniques used;
4. To be open to change and use alternate methods of practice if required;
5. To consult supervisor or designated contact person in cases of emergency;
6. Implement supervisor directives in subsequent sessions; and
7. Maintain a commitment to on-going research by being regular and on time for each appointment.
Procedural considerations:
a. Supervisee’s written cases notes (plus research plans) and synopsis/thesis write-up may be reviewed in each session;
b. Issues relating to supervisee’s professional development will be discussed
c. Sessions will be used to discuss issues of conflict and failure of either party to abide by the guidelines outlined in this contract. If concerns of either party are not resolved in supervision, then head of the institute will be consulted; and
d. In event of an emergency, supervisee to contact supervisor. If not available, then contact head of institute.
Finances/ Insurance
What is the source of funding for your research:  ________________________________________________________________________________________________________________________________
This contract is subject to revision at any time, upon the request of either the supervisee or the supervisor. A formal review, however, will be conducted every six months and revisions to the contract will be made only with consent of the supervisee and approval of supervisor.
We agree, to the best of our ability, to uphold the guidelines specified in this supervision contract and to manage the supervisory relationship and supervisory process according to the research & ethical principles of the Khyber Medical University.
_______________                        				_______________
Supervisor                                                                   	               Supervisee
This contract is in effect from DATE ______        
Date of revision or termination: ______________________________






Annex-VI Consent form for Co-Supervision (PhD/ MPhil)
Undertaking
I am willing to guide Mr/Ms/Mrs/__________________in __________(degree) as his supervisor in his research work leading to PhD/MPhil degree at ________________________________________, Khyber Medical University. I will guide him/her for the entire duration of his research work on _________________________________________________________________________________________________________________ and will supervise him work throughout the research process where and whenever required. 
Name of the primary Supervisor: ___________________Signature....................... 
Designation: ......................Area of speciality :.........................
Contribution: ____________________________________________________________________________________________________________________________________
1. Name of the co-supervisor-I   ............................Signature……...............
Designation: .......................................Area of speciality: ...............................
Contribution:._______________________________________________________________________________________________________________________________ 
2. Name of the co-supervisor-II ........................Signature.......................
Designation:.... ..........................Area of speciality: ..............................
Contribution:................................................................................


						Date: .........................................
	
BIOSAFETY REGISTRATION FORM
(KMU/IBC/Registration_v1)
Please follow all instructions. Use additional paper when necessary. Complete and signed forms should be submitted to KMU Biosafety Officer (BSO)

	For official use only:

	IBC application no:
	

	Ethical approval no:
	

	Approval date:
	

	Expiration date:
	

	Signature and stamp:



	1. Applicant (Principal Investigator/ Student/ Supervisor)

	(1) Name, Degree(s)
	(2) Job Role
	(3) If student then degree program ( eg. M. Phil/ PhD)

	
	
	

	(4) Department
	(5) Phone: 

	(6) Interoffice Address:
	(7) e-mail address

	b. LIST ALL OTHER PERSONNEL DIRECTLY INVOLVED IN THIS PROJECT

	NAME

	PROJECT POSITION(S)

	EMAIL ADDRESS

	PHONE


	(1)
	
	
	
	

	(2)
	
	
	
	

	(3)
	
	
	
	

	(4)
	
	
	
	

	(5)
	
	
	
	

	(6)
	
	
	
	

	2. RESEARCH PROJECT

	a. Applying for (check only one)

	New protocol registration 
	Exemption 
	

	b. FUNDING SOURCE (check only one)

	Departmental funds 
	External funds 
	Funding to be applied 

	
	
	

	c. PROJECT TITLE

	

	d. RESEARCH INVOLVES (check all that apply)

	In vitro work  
	Whole animals  
	Human subjects  

	e. SPECIFIC AIMS/OBJECTIVES OF THE RESEARCH PROJECT:

	



	f. SUMMARY OF THE PROJECT: (in lay terms and not exceeding 250 words)

	















	g. EXPERIMENTAL PROCEDURES (Briefly describe in lay terms the methodologies employed in the proposed research relevant to biosafety)

	




	 h. MICROORGANISMS USED (VIRUSES, BACTERIA, etc.)

	Strain
	Characteristic (eg. pathogenic)
	Procedure (eg. culture)
	Treatment
	Procedure location
	Hazard to humans (yes/no)

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	i. EXPERIMENTAL ANIMALS

	Animal strain
	Characteristic (transgene, immunodeficient)
	Procedure (eg. IV, oral)
	Drug/ chemical/ exposure
	Procedure location
	Hazard to human (yes/no)

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	j. HUMAN PARTICIPANTS USED (Briefly describe if participants in your research are healthy, sick, young or old, immunocompetent or immunodeficient)

	Participant group (eg. experimental, control)
	Characteristic (eg. immunodeficient)
	Procedure (eg. IV, oral)
	Drug/ chemical/ exposure
	Procedure location
	Hazard to participant (yes/no)

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	k. TYPES OF HUMAN TISSUE USED (Briefly describe if archived samples are used eg. Paraffin embedded tissues)

	Sample type
	Characteristic (eg. Potentially hazardous)
	Procedure (eg. DNA extraction)
	Further treatment (eg. PCR amplification)
	Procedure location
	Hazard to human (yes/no)

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	l. TYPES OF RADIATION EXPOSURE: (Briefly describe if research project involves radiation exposure eg. X-ray, radio-isotopes)

	




	m. TYPES OF RECOMBINANT MATERIAL USED (Briefly describe the origin of recombinant insert or transgene, and vector. Also describe if these can be of potential hazard to the researcher or environment)

	





	4. SAFETY AND PROTECTION

	a. Standard operating procedures (SOP) written and approved by the PI/Supervisor? 
	Yes  
	No  

	b. Which buildings/laboratories will be used in your research? (Research projects with a particular biosafety requirement must be conducted in building/laboratory with required biosafety level)

	Laboratory
	Biosafety level available

	
	

	
	

	
	

	5. SHIPPING AND TRANSPORT: (Briefly describe if the biohazardous material will be transported to a local, national or international laboratory. Describe what measures will be undertaken to ensure safe transport)

	




	6. TRAINING: (Briefly describe if the researchers working on this project have received appropriate biosafety training. If no, a training with biosafety office must be arranged before start of the project)

	Name of researcher
	Biosafety level required
	Training received: 
	

	
	
	Yes  
	No  

	
	
	Yes  
	
No  

	
	
	Yes  
	
No  

	
	
	Yes  
	
No  

	6. OCCUPATIONAL HEALTH REQUIREMENTS: 

	i. Have you ensured safe disposal of solid sharp waste generated in this project?
	Yes  
	No  
	NA  

	ii. Have you ensured safe disposal of non-sharp solid waste generated in this project?
	Yes  
	No  
	NA  

	iii. Have you ensured safe disposal of liquid waste generated in this project?
	Yes  
	No  
	NA  

	

	7. WASTE DISPOSAL: 

	i. Are there any special groups of workers at risk of infection or disease from the use of the biohazard(s)/ hazardous drug(s) (e.g. pregnant, immuno-compromised, allergic, etc.)? If yes, describe below:



	Yes  
	No  

	NA  

	ii. Are any special immunizations necessary for personnel involved in the research (e.g. Hepatitis B, Tetanus/Tdap, etc.)? If yes, describe below:



	Yes  
	No  
	NA  

	Is there a need to monitor the health of personnel involved (e.g. testing)? If yes, describe below:


	Yes  
	No  
	NA  

	

	6. ASSURANCE:

	a. PRINCIPAL INVESTIGATOR/ STUDENT/SUPERVISOR
	INTIALS

	I certify the information provided in the KMU IBC registration form is complete and accurate and understand my responsibilities as noted in it.
	

	No changes will be made without advance approval form the KMU Institutional Biosafety committee.
	

	I acknowledge my responsibility for the safe conduct of this research in accordance with KMU IBC guidelines
	

	Involving Recombinant DNA Molecules. I will inform all associated personnel of the nature and risks of this work, as well as necessary precautions and safe practices.
	

	I also agree to comply with the requirements for the shipment and transfer of recombinant DNA materials.
	

	I further acknowledge my responsibility to ensure compliance with the following:

	(1) Work surfaces will be appropriately decontaminated at least daily and immediately after working with biohazardous materials.
	

	(2) All personnel involved will wash thoroughly with soap and water. Clothing will be changed as needed.
	

	(3) All contaminated materials will be discarded appropriately according to KMU IBC guidelines (e.g. as Biohazard waste, as Hazardous drug waste, as Chemotherapeutic waste).
	

	(4) BSO (KMU IBC) will be immediately notified of all spill or incidents occurred at biosafety level 2 and up laboratories.
	

	(5) In the event of an incident where there is a risk of infection or other consequences to incident, affected personnel will be counselled to seek appropriated medical attention.
	

	



SIGNATURE:
	



Date: 

	[bookmark: page2]b. CO- INVESTIGATOR  

	I certify that I have reviewed this Biosafety Registration form and that the information provided in it is complete and accurate.

	


SIGNATURE OF CO- INVESTIGATOR
	Date:

	


SIGNATURE OF CO- INVESTIGATOR
	Date:

	


SIGNATURE OF CO- INVESTIGATOR
	Date:

	


SIGNATURE OF CO- INVESTIGATOR
	Date:

	c. ENDORSEMENT OF HEAD OF INSTITUTION (not needed for KMU students/supervisors/PIs who have received ASRB approval)

	In addition to endorsing the PI’s certification, if the experiments are supported primarily by department or university funds, I certify that I have reviewed the protocol and it is judged to be of scientific merit. 

	



SIGNATURE AND STAMP OF THE HEAD OF INSTITUTION
	Date:

























Institutional biosafety Committee

 
NO: KMU/IBMS/ 2026/					                  Date: 07/01/2026

Turnitin Report:

























English Consent Form:


























Urdu Consent Form:


























Patient Investigation Proforma (if required):
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