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	SOP 03-V 3.1 / ANX 04-V 1.0

	
	Institutional Human Ethics Committee

E-mail: ihec@psgimsr.ac.in 

	IHEC Application form for Case Reports

(Three hard copies and one soft copy to be sent to the IHEC Secretariat)

	1. IHEC PSG IMS&R proposal number  

      (to be assigned by IHEC Secretariat)
	

	 2. Title of the Case Report: 

	


I. Details of the Authors
	Investigators /  
Co-Investigators

Names
	Qualifications with subject of specialization
	Designation and Department
	Institution
	Institutional ID

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


II. Details of the Patient

a. Outpatient/Inpatient Number

b. Reason for submitting this case report (Please check a box)

·  FORMCHECKBOX 
 Reminder of important clinical lesson 

·  FORMCHECKBOX 
 Findings that shed new light on the possible pathogenesis of a disease or an adverse effect 

·  FORMCHECKBOX 
 Learning from errors 

·  FORMCHECKBOX 
 Unusual presentation of more common disease/injury

 HYPERLINK "http://casereports.bmj.com/cgi/search?collection_num=1519" 
·  FORMCHECKBOX 
 Rare disease 

·  FORMCHECKBOX 
 New disease 

·  FORMCHECKBOX 
 Novel diagnostic procedure 

·  FORMCHECKBOX 
 Novel treatment (new drug/intervention; established drug/procedure in new situation) 

·  FORMCHECKBOX 
 Unusual association of diseases/symptoms 

·  FORMCHECKBOX 
 Unexpected outcome (positive or negative) including adverse drug reactions

        FORMCHECKBOX 
 Public Health importance

        FORMCHECKBOX 
 Others (specify)
c. Does the patient belong to the vulnerable group?

 FORMCHECKBOX 
 Foetus/Neonates                                
 FORMCHECKBOX 
 Orphans

 FORMCHECKBOX 
 Children




 FORMCHECKBOX 
 Prisoners



 

 FORMCHECKBOX 
 Pregnant woman


 FORMCHECKBOX 
 Decisionally impaired (Mentally challenged, 

 FORMCHECKBOX 
 Elderly




      comatose etc)

d. Are you planning to publish photograph(s) of the patient? 

         FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No

  If yes, please attach a copy of the photograph(s)
e. Are you planning to publish laboratory data such as peripheral smears or biopsy pictures/X rays MRI/CT scan of the patient?

         FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No
 If yes, please attach a copy of the data
III. Briefly describe how the patient’s confidentiality and privacy will be maintained? (Please tick)
 FORMCHECKBOX 
 Name and identifiers (DOB, Address, Phone number) will not be revealed in case report
 FORMCHECKBOX 
 Face or any other body parts will be camouflaged in photographs
 FORMCHECKBOX 
 Personal Identifiers will be masked in all investigation reports and CT /MRI/X-ray/Biopsy   

       Images
IV. Purpose of the case report (tick):
Publication / Presentation in Conference

If for presentation in Conference, please provide:

a. Title of the Conference:

b. Date of Conference:

c. Oral/poster presentation:

d. Last date for submission of abstract:
Kindly enclose 3 hard copies and one soft copy the following documents to IHEC Secretariat:
a. Covering letter to the IHEC

b. Application form

c. Informed consent form which will be used to obtain consent from the patient (or consent waiver form and confidentiality agreement signed by all authors)
d. A brief write up of the case which you intend to publish with associated documents like photographs, reports etc.
e. CV of authors 

	Checklist of documents to be submitted with the Case Report Submission Form

	Item Description
	Yes
	No

	a. Covering letter 
	
	

	b. Application form
	
	

	c. Case Report
	
	

	d. Informed Consent (ICF)
	
	

	e. Consent waiver (If ICF not included)
	
	

	f. Confidentiality agreement signed by all authors 

(If ICF not included)
	
	

	g. CV of Authors
	
	


	Declaration by Principal Investigator

· I understand that the proposed activity will be assessed by the Institutional Human Ethics Committee to determine whether the activity is classified as a Case report / Project 

· I understand that I may be asked to complete another application should the case reports be considered as a research project.

· I understand should any changes be made to the original activity as outlined above that I should contact the IHEC for advice on whether or not a full research application would be subsequently required. I will also inform the IHEC of any changes in writing, so these may be reviewed.


	Principal Investigator’s Name
	

	Principal Investigator’s  Signature
	DATE:

	Signature of Co-investigators

	S No.
	Name
	Inst.ID
	Institution
	Signature

	i. 
	
	
	
	

	ii. 
	
	
	
	

	iii. 
	
	
	
	

	iv. 
	
	
	
	

	v. 
	
	
	
	

	vi. 
	
	
	
	

	Forwarded by PI’s Dept. Head 

	Department: 
	

	Name of the Head of Department
	

	Signature:
	

	Permitted by the Head of the Department involved in Patient Management

	Department: 
	

	Name of the Head of Department
	

	Signature:
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