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APPLICATION FORM

Checklist


One copy of detailed synopsis of research

One copy of Drug Brochure or any supplementary information enclosed (if applicable).

One copy of informed consent, both in English and Urdu, or any other local language of the population study.

One copy of the Questionnaire being administered during the study (if applicable).

One copy of IRB application form.

Soft copies of all above documents must be sent to irb@duhs.edu.pk at the time of submission. 

All the proposals submitted for IRB approval shall be scrutinized for plagiarism and only accepted if the scores are less than 19%.

------------------------------------------




----------------------

Signature: Principal Investigator




Date

------------------------------------------




-----------------------

Signature of supervisor (if applicable)



Date

-------------------------------------------




------------------------

Signature of Chairman/ In charge Department


Date
Institutional Review Board
Dow University of Health Sciences

How to complete this form and begin the IRB review process

1. This form must be typed and not handwritten.

2.  Answer all the questions on this form completely. For any queries, please contact the Research Office, Dow University of Health Sciences.  Email: irb@duhs.edu.pk  (Please wait for 3-5 days for the response).

3.  Students’ research projects must be signed by the supervisor.

4.  Fill in and attach the appropriate appendices required in this application.

5.  Attach supporting documentation: Consent form(s), protocol, survey instruments, interview schedules, advertisements, letters of permission, budget etc. Consent forms and questionnaires must also be submitted in local languages wherever applicable. 
6.  Complete the accompanied checklists ensuring that all requirements for submission are completed so that the review is not delayed.
7.  Submit this application and appendices along with the supporting documents, to the Research Department Dow University of Health Sciences, Baba-e-Urdu Road Karachi Pakistan.
Investigators’ Contributions Please insert below the detailed contributions made by each investigator. Examples may include literature search, study design and conception, questionnaire design, data collection, data analysis, data interpretation, and drafting etc. The current ICMJE authorship criteria, of which all four criteria must be met for authorship, are as follows: 

1. Substantial contributions to the conception or design of the work; or the acquisition, analysis, or interpretation of data for the work. 

2. Drafting the work or revising it critically for important intellectual content. 

3. Final approval of the version to be published. 

4. Agreement to be accountable for all aspects of the work in ensuring that questions related to the accuracy or integrity of any part of the work are appropriately investigated and resolved.

It is strongly recommended that the work should be relevant to their primary field of the investigators)

Principal Investigator Information: 
	Title:             
	Name: 

	Designation: 
	Department or Unit:

	Mailing address (Office):  


	Phone:                                    
	Email: 

	Signature of PI: 
	Date:

	Role and Contribution to the research project: 


Co Investigators Information: 

1.

	Title:             
	Name: 

	Designation: 
	Department or Unit:

	Mailing address (Office):
 

	Phone:                                    
	Email: 

	Signature of Co Investigator: 
	Date:

	Role and Contribution to the research project:


2.
	Title:             
	Name: 

	Designation: 
	Department or Unit:

	Mailing address: 



	Phone:                                    
	Email: 

	Signature of Co Investigator: 
	Date:

	Role and Contribution to the research project:


If, there are more than three investigators, please write down the names and institution for of remaining other investigators.  Kindly mention their proposed role and contribution.  
1. Title of Research/Project: ________________________________________
2. Select the categories for your research project.

☐ Clinical trial on a medicine/drug   
☐ Clinical trial on a medical device 

☐ Experimental/ surgical procedure/s

☐ In vitro Study
☐ Study administering questionnaires/interviews for quantitative or mix methods.

☐ Study involving qualitative methods only 

☐ Study limited to working with human tissue samples, other human biological samples and/or data.
☐ Research database (secondary data analysis only) 
☐ Research involving animal subjects.

☐ Cross-sectional study (Observational)

☐ Cohort study (Observational study)

☐ Case control study (Observational Study)

☐ Randomized Controlled Trial 
☐ Other, please mention __________________________________

	Note: Please provide details if study is related to:

a. Experimental drug(s) 
b. Non-approved use or non-approved dosage for approved drugs.
Kindly provide evidence of approval from DRAP, if applicable.



3. Do you plan to include any participants who are:
A: Children  
            Yes  (                     No (
B Pregnant women

            Yes  (                     No (
If yes, please justify why it is important to include this population in the proposed study?  In case if you are including children (below 18 years of age), you will need to provide assent form in English and local languages, which will be signed by both parents. 


4. Please provide one page summary of the research project, including a brief account of research methodology and expected outcome (use simple language but give details of how the study will take place). Start with introduction to the subject and then summarize.  Please describe the study design and activity site. References should be marked and cited at the end.
	


5. Please provide objectives of the proposed research. (Kindly provide specific, measurable, achievable, relevant and time bound (SMART) objectives for quantitative studies)
	


6. What is the scientific justification for this research? Please provide the rationale and research question that why do you want to do this study and what gaps are you going to fill in the already existent research? 


7. What is/are the research hypothesis/s of this study? (if applicable)

8. Please enlist the principal inclusion criteria

9. Please enlist the principal exclusion criteria. (Please exclude only those who are otherwise part of the study. For example, if 10-15 years are included then do not write age less than 10 years are excluded because they were never included in the study)


10. Please provide the detail of the methodology and procedures to be involved in conducting this study. (Methodology may include the study design, location, duration, sampling technique, randomization, blinding, data collection techniques in detail, sample size, statistical methods used etc.)
11. How long do you expect each participant to be engaged in this study? (kindly, provide exact time duration in measurable units like days, hours or minutes)
12. Please complete the sub-sections for each intervention/procedure as follows:

a. Total number of interventions/procedures to be received by each participant as part of the research protocol.

“Intervention includes both physical procedures by which information or biospecimens are gathered (e.g., venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes.”
b. If this intervention/procedure would be routinely given to participants as part of their management for the research, how many of the total would be considered as part of the routine treatment plan.

c. Average time to be taken per intervention/procedure (minutes, hours or days)

d. Any other non-routine intervention/procedure that may be required during the course of this study.
e. Who will conduct the intervention/procedure, and where would it take place? 

13. Will interviews/ questionnaires or group discussions include topics that might be considered sensitive, embarrassing or upsetting by the participants?
Yes  (                     No (
If yes give details.
14. How and by whom the potential participants will be approached first? 
(Individuals collecting the data should be appropriately trained to handle foreseeable adverse events, such as a subject being injured or becoming emotionally distressed. They must also fully understand the research project, including confidentiality issues. Please describe who will be collecting the data and their relevant training.)  

*(Please select one that is most appropriate)

This is important in cases where controls are often recruited from participants’ families’ colleagues or hospital staff.

a. In the clinic / Telephone/ e-mail or other………………

b. PI /Co PI / Research staff / Nurse/ Students /others……………….
15. How long will you allow potential participants to decide whether to take part? 

(Please allow ample time as this will depend on the participant's physical and mental fitness, spousal influence, treating clinician, and age. The ability to consent, defined as an adult’s ability to understand information relevant to making an informed, voluntary decision to participate in research.)
16. What arrangement have been made for persons who might not understand verbal explanations or written information given in Urdu/English, or who have special communication needs? (E.g. translation, use of interpreters)

Please be informed that including participants under 17 years or below would require assent statements to be signed by both parents.
17. Procedural details: Describe biological sample collection procedure, what participants will be expected to do (preparation for example fasting or any dietary restriction and in what order. 
18. Measuring Tools: Describe any forms, questionnaire or other survey instruments you plan to use.  Do they require permission from the authors or are in public domain.  Has permission been sought? (Copies of each must be attached to the protocol.) If online surveys will be used, please identify the system to be used and describe the system’s confidentiality protections.  In case of questionnaires, please mention their sensitivity, specificity and reliability (if applicable)
19. Please describe the physical security arrangements for storing data during the study.

20.  How will you ensure the confidentiality of personal data? Please provide a general statement of the policy and procedures for ensuring confidentiality, e.g. anonymisation or pseudonymisation of data.

21. Who will have access to participants' data during the study?
22. Primary ownership of the data remains with the university. Would it be shared with any other entity?  If yes, please mention the names, details, and reasons.
(Please be aware that data ownership is a statutory right of the Institution (DUHS), where the PI is employed. However, PI is allowed to retain the joint ownership and may keep a copy of the research data that is required for dissemination purpose, like reports and article writing. In the case of collaborative research projects between DUHS and other institutions, only the relevant data may be shared by mutual consent between DUHS and the collaborative partner)

23. Laboratory and Radiological studies:

a. Will any tests be performed which are not routinely included as part of the work-up for these types of patients?

	


b. Who or what agency will pay for these tests?

	


24.  How do you intend to report and disseminate the study results?
25. Will you inform participants of the study results?

        Yes  (                                  No (
Please explain how you will inform the participants or justify if not doing so.  Also describe the benefit if data is shared with the participants.
26. What is/are the primary and/or secondary outcome/s measure for the study?

27. What is the sample size for the research? How many participants/samples/data records do you plan to study?

28. How was the sample size determined? If a formula for sample size calculation was used, indicate how this was done, giving sufficient information to justify and reproduce the calculation. Also provide relevant references.
a. Total number of study participants (Sample Size) required.  Please explain how this was determined.
b. If including specific age group, please indicate the range from ____ to ___, providing the explanation of why this age range is being specified.

29. Would participants be compensated for participation?
        Yes  (                                  No (
a. If yes, please indicate the type and amount.

b. Describe how compensation will be disbursed, including how it will be handled for participants who withdraw from the study. 


30. What is the budget of this research? Please provide the complete budget details, with any relevant documents available, specifically indicating the remuneration for the PIs and Co-PIs (if applicable).

31. Has funding for the research been secured?

(     Funding secured from one or more funders.
(      Funding application to one or more funders in progress

(      No application for external funding will be made.
Please provide details of any funding application

32. Has this or a similar application been previously rejected by a Research Ethics Committee in Pakistan or another country?
    Yes  (                                  No (
33.  How long do you expect the study to last in Pakistan? 

34. Is this study?

(    Single centre

(     Multicentre

35. Did you acquire permission(s) from the In-charge of centre/s for this study from the relevant authorities of all the centres/sites 
    Yes  (                                      Yes  (                                  Applied for (
36. Please list the sites of:
a. Research activity:___________________________________

b. Collaborative/Partnership Organization(s)_____________________________

c. Administrative Units involved: _____________________________________

37. Risks and Benefits 

a.  Risks
Please indicate chances of any physical (bodily harm) or psychological (emotional stress) risk that might be potentially harmful to the participants (any potential adverse effects, pain, discomfort, distress, intrusion, inconvenience or changes to lifestyle.) and what measures are planned to deal with such situations. Please also list potential risks to the study staff like safety risks in collection of samples or offense or threat that might be faced in certain locality. Also describe how these foreseeable risks be minimized.  


b. Benefits 
Describe how will they benefit by participating in the research. List benefits to the participants that can be weighed against foreseeable risks and are to be distributed fairly among the community’s population. Benefits may include anything health-related, psychosocial or even the awareness to the community that may yield generalizable knowledge that may further society’s understanding of a disorder or condition. Compensation for participation is not a benefit.  What are the potential benefits for the research participants? 

38. Explain how the benefits justify the associated risks. 
39. Describe what you hope to learn from the study. How would this study be beneficial to you and your practice?
40. Who might find these results useful? What are the benefits to the institute and community?
41. References 
Declaration by Principal Investigator

1. The information in this form is accurate to the best of my knowledge and belief and I take full responsibility for it.

2. I undertake to abide by the ethical principles underlying the Declaration of Helsinki and good practice guidelines on the proper conduct of research.

3. If the research is approved, I undertake to adhere to the study protocol, the terms of the full application as approved and any conditions set out by review bodies in giving approval.

4. I undertake to notify review bodies of substantial amendments to the protocol or the terms of the approved application, and to seek a favourable opinion from the Ethical Review Board before implementing the amendment.

5. I undertake to submit annual progress reports setting out the progress of the research, as required by review bodies.

6. I am aware of my responsibility to be up to date and comply with the requirements of the law and relevant guidelines relating to security and confidentiality of patient or other personal data, including the need to register when necessary with the appropriate Data Protection Officer. I understand that I am not permitted to disclose

identifiable data to third parties unless the disclosure has the consent of the subjects’ data. 
7. I understand that research records/data may be subject to inspection by review bodies for audit purposes if required.

------------------------------------------




----------------------

Signature: Principal Investigator




Date
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