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إستبانة طلب موافقة لجنة أخلاقيات البحث العلمي للأبحاث المتعلقة بالانسان

Application for Ethical Approval of Research Involving Humans
- جامعة البترا-
	The University of Petra Ethics Committee (UOPEC) requires the completion of the following application related to research on humans

SECTION I : GENERAL INFORMATION

Project Number (Official Use): 

Project Title:
English:

العربي:
1- Contact information:
1. Principal investigator (PI)

Name

ID

Department/ College

Phone No.

Fax No.

E-mail

Status

□ Graduate Student         □ Others
□ Faculty  

Study area check all that apply

 Behavioral/Psychosocial Intervention

 Tissue/Data Repository (DNA/ Genetic Analyses)

 Investigational Drug or Biologic (Complete Appendix)

 Investigational Device (Complete Appendix)

 Specimen Analysis 

 Other, explain:

2. Co-Investigators and Member(s) of Research Team

Name

Contact Information Email/Telephone

Department/  College

Role in Project

Study expected start date (Day/Month/Year) 

--/-- /--                             

Study completion date (Day/Month/Year) 

                  --/-- /--                            


	     
	


SECTION II: Collaborating Universities/ Companies/Hospitals (Local/International)
	Will the research be conducted only by UOP with no involvement of a collaborating university/ company/hospital? 

	□  Yes (if yes, skip to section III)
	□ No
(if no, please complete the following)

	If you are collaborating with other sites, provide the name of each university/ company/hospital and describe the type of involvement of each (e.g. recruitment, enrollment, consenting, study procedures, follow-up, and data analysis).
 

	Investigator

Name
	University/ Company/Hospital Name
	Country and Address


	Describe Involvement

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Has this proposal been submitted to any other ethics committee?

     □Yes                          □ No

If yes, was proposal approved/rejected by another ethics committee? 

     □ Approved (attach copy)       □ Rejected (explain)  



	The researcher, if applicable, is required to provide an insurance contract with one of the insurance companies operating in the Hashemite Kingdom of Jordan to minimize the damage that may result from the clinical study conducted on the human. 
Does the researcher provide medical insurance to the participants?
□  Yes                      □ No                  □ N/A (Not Applicable)


SECTION III: Project Funding

	1. Is this research funded?

	□  Yes
	□ No


	2. If yes, please specify the type of funding and name of funder:

	Type of funding

	□ Governmental funding

	□ UOP funding

	□ Private sector funding (indicate) 

	□ International government funding 


	□ International private sector funding 

	□ Post graduate student funding 

	□ Payments to participants:

	Total budget of the project:
	


SECTION IV: Research Information
1- Please provide the proposed project including the following subheadings: Background based on existing literature. State hypotheses, objectives, and methods (not more than 500 words).
	


2- Rationale:   Please describe briefly the importance of this research and its contribution to existing knowledge (not more than 500 words). 

	


3- Please attach/upload the detailed Research Proposal Form.

SECTION V: Participant Selection and Withdrawal

	Source of Participants:


	Inclusion criteria:


	Exclusion criteria:


	Participant recruitment (describe recruitment method):


	Procedures for obtaining informed consent:


	Withdrawal criteria  of participants (conditions  to withdraw participants



SECTION VI: Data handling, Record Keeping and Confidentiality

	1. Confidentiality (how and where are data stored, and who will access them): 



	2. Which of the following participant's data will be accessed (tick  all that applies)


	□ Name
	□ Any ID: National ID, License, Vehicle ID

	□ Date of Birth
	□ Biometric Identifiers

	□ Mailing or Email Address
	□ Photos/Images/Audio Recording

	□ Phone or Fax Numbers
	□ Signatures, handwriting samples

	3. For how long will data be stored? ):


SECTION VII: DRUGS/BIOLOGICAL PRODUCTS/DEVICES, BIOLOGICAL SAMPLES, GENETIC TESTING, VULNERABLE GROUPS, STEM CELLS, ZYGOTES, GAMETES AND FETUSES, RADIATION and RADIOISOTOPES, AND EXPERIMENTAL ANIMALS 

  Does the Proposal involve the use of any of the following? Check all that applies:

	1. Drugs/ Device Use

	A JFDA approved drug or medical device
	□  Yes
	□ No


	An investigative/unapproved drug, supplement, chemical, biological products, or controlled substances and medical devices
	□  Yes
	□ No


	A placebo
	□  Yes
	□ No


	IF proposal involves the use of Drugs and/or Biological Products, Please respond to the following points:

A- Identify the drug(s) or biological products:

Trade (Brand) name of Drug or Biological Product

Generic or Biological name

Manufacturer of the product

Recommended storage temperature*

B- *If the Drug or Biological Product are to be stored at refrigerator or freezer:

a. Is there a back-up power source in the event of power outage?

Yes




No

b. Is the refrigerator or freezer alarmed to alert staff in the event of power outage?

Yes




No

c. Confirm Drug or Biological Product will be stored in a dedicated medication storage refrigerator or freezer:

Yes




No

If the drug is not approved by JFDA please provide the following

Chemical name

Mechanism of action

Form of Administration

Maximum tolerated dose in humans

Side effects

Pharmacokinetic data
Procedures for minimizing adverse events in humans

C- If the Drug or Biological product used in this research is not dispensed by a pharmacist, it can only be dispensed by a physician, or a personnel in agreement with the physician. Examples of this personnel are: physician’s assistant and nurse. Only persons with legal authority to dispense the Drug or Biological Product, and those under their direct supervision, can have access to the Drug or Biological Product storage area.

List the person(s) responsible for dispensing the drug or biological product to the project’s participants and having access to the storage area and their qualifications.
Name

Qualification

Responsibility

D- Anticipated complications of study procedures:

     
E- Psychosocial (non-medical) risks, discomforts, inconveniences:

     
F- Potential benefits to individual participants:

     
G- Potential benefits to patient class, community, country, or society:

     
H- Please confirm that the following information are on the labeling of the medication container dispensed to the study subjects. 
a. Name, address and telephone number of physician’s office
b. Prescribing physician’s name
c. Participant’s name or number
d. Date of dispensing
e. Direction for use
f. Drug name or protocol name or number
g. Manufacturer’s name
Yes



No
I- If the study is registered as a Clinical Trial by the JFDA, please indicate its reference number:
     
If the proposal involves the use of Devices (transponders, pumps, etc.): Please provide the following:

A- List the device(s) being evaluated:

Device Name

Brand Name

Manufacturer

A- Describe in details how the device will be used (e g. the size, where will it be located, how would it be implanted, its chemicals content).
B- Describe any anticipated side effects of the device? 

Will the device be recovered/removed?   yes  no

If yes, describe how and when  the device will be recovered/removed:


	2. Biological Samples

	 Is Blood, Urine, Tissue or  Saliva, etc. (Either banked or prospectively obtained) used?
	□  Yes
	□ No


	If “Yes”:

1- describe the sample collection procedure, volume collected and frequency

2- Confirm that all employees who will be involved in sample collection are experienced or adequately trained. 
	


	
	

	3. Genetic Material Testing

	Will the biological (Blood, Urine, Tissue, Saliva, etc) samples be genetically tested? 


	□  Yes
	□ No


	If “Yes”: 

A. Specify the genetic testing method.
	

	

	B. Will the results of genetic testing be reported to subjects?
	□  Yes
	□ No
	□ NA

	If “Yes”, the following conditions must be met:

1. participants must be  notified of the  specific genetic test being performed at the time of the consent 

2. Provide a genetic counselor to participants if applicable.

	3. Stem Cells, Zygotes, Gametes and Fetuses

“The Ethical committee may, when necessary, add or amend conditions for use of stem cells”

	The Research project involves the use of stem cells, zygotes, gametes, or fetuses
	□  Yes
	□ No


	If “NO”, please go to 5

If “Yes”, please be informed that the investigator must abide by Islamic legislations, customs, traditions, ethical principles and JFDA rules regarding research on stem cells: embryonic stem cells (ESC: Cells removed from the fertilized egg in its early phases; before the differentiation phase), or adult stem cells (ASC: undifferentiated cells removed from organs of fully developed living beings); zygotes, gametes and fetuses. No research may be conducted for the purpose of human cloning
Kindly respond to the following:

A- Please describe the rationale and specific use of the stem cells:

B- Identify the Stem Cell source, and describe how you plan to acquire the bio-specimens (i.e. stem cells extracted from the umbilical cord or adult stem cells):

     
C- Do you plan to generate new human ESC (hESC) lines?

Yes




No

 If “Yes”, please explain the scientific rationale for generating new hESC lines:

     
D- Do you plan to store the study stem cells in stem cell banks.  

 Yes




 No

If “Yes”  you have to obtain the  permission of the Ethical committee and the donor  upon obtaining the "Informed Consent" 

E- Where will the research take place?  Identify places where the research will be performed.  This includes supplementary support rooms such as tissue culture rooms and freezer storage areas (Indicate College, and building, floor, and room number):

     
\


	4. Radiation or Radioisotopes

	The research project involves the use of Radiation or Radioisotopes
	□  Yes
	□ No


	If “Yes”:

	3- Please specify where the radiation will be used (College, and building / room no.):
	

	4- Please specify Name(s) of approved radioisotope permit holder, and the duration of permit:
	

	5- Please specify methods of special handling and disposal of radioactive waste:
	


SECTION VIII:  Risks and Benefits of the Proposed Research
	1. Possible Risks
A. Indicate if the Participants Might Experience Any of the Following Risks: 

	If you check yes for any question please describe the risk(s)  describe how each of the risks will be managed or minimized and include an explanation why safer alternative approaches cannot be used.




	i. Physical risk (including any bodily contact or administration of any substance)?


	□  Yes             
	□ No

	ii. Psychological risks (including feeling demeaned, embarrassed, worried or upset)?


	□  Yes
	□ No


	iii. Social risks (including possible loss of status, legal risk, privacy and/or reputation as well as economic risks)?


	□  Yes
	□ No


	iv. Are possible risks to participants greater than those they might encounter in their everyday life? Could you explain


	□  Yes
	□ No


	2. POSSIBLE BENEFITS:

	Discuss any potential benefits to the scientific community/society that justify involvement of participants in this study. (Please Note: Benefits should not be confused with compensation or reimbursement for taking part in the study).



SECTION IX: CONSENT PROCESS

	1. Informed Consent:

	· Will you use a written informed consent document?
□ Yes            □ No (why?)            □ exempted (explain)

	2. Written Parental Permission

	· Will you obtain a written parental or guardian permission for children, individuals under 18, prisoner or incompetent?

□ Yes           □ No            □ Not applicable


Section X: Conflict of Interest Disclosure:
	The Ethical committee requires that members of the faculty conducting research involving human participants at the University of Petra must disclose any financial interests that would impact the research project in any way. Any existing conflict must be resolved prior to inception of the research.  Please respond to  the following:

	Are you, a family member, or spouse, the inventor of any product, novel treatment under evaluation, or technology used in the research?
	□  Yes
	□ No

	Do you, or does a family member, or spouse have an ownership interest in any entity that provides materials, novel treatment under evaluation, product(s), technology, or services in the research?
	□  Yes
	□ No

	Do you or does any family member, or spouse receives income/payments from an entity that provides materials, novel treatment under evaluation, product(s), technology, or services in the research?
	□  Yes
	□ No

	Is the research sponsored by a company for which you, and/or a family member consult, serve on its scientific advisory board, data safety monitoring board, or board of directors or have a paid position?
	□  Yes
	□ No

	Is the research sponsored by a company for which you (or your spouse or your children) hold any ownership interest?
	□  Yes
	□ No

	Is the research sponsored by a company that provides materials, novel treatment under evaluation, product(s), technology, or services in the research?
	□  Yes
	□ No


	If you answered (yes) to any of the above, please provide a brief description of the nature of your relationship with the entity, and the amount of your expected remuneration from, or the value of your financial interest in the outside company or entity.


	    I have read the above statement on conflicts of interest.  I have nothing to declare now and I will immediately declare in writing to the University of Petra- Ethical committee of any future conflicts of interest


SECTION XI: Investigator (s) Acknowledgment:
I agree to conduct this research in accordance to the policies and procedures of the ethical committee at the Faculty of Pharmacy / University of Petra, and accept inspection by the committee during conductance of the research if this application is approved.

	Principal Investigator (PI) 

Name

-----------------------------------------
	PI Signature

----------------------------------------
	Date

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

	Co-Investigator  Name

-----------------------------------------
	Co-Investigator Signature

----------------------------------------
	Date

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

	Co-Investigator  Name

-----------------------------------------
	Co-Investigator Signature

----------------------------------------
	Date

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

	Co-Investigator  Name

-----------------------------------------
	Co-Investigator Signature

----------------------------------------
	Date

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

	Co-Investigator  Name

-----------------------------------------
	Co-Investigator Signature

----------------------------------------
	Date

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

	Co-Investigator  Name

-----------------------------------------
	Co-Investigator Signature

----------------------------------------
	Date

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


1

