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SITE ASSESSMENT /FEASIBILITY QUESTIONNAIRE


	  Institution Name
	

	Type of Institute
	Hospital Public    ⁯           Clinical - Group Practice ⁯

Hospital – Private⁯           Clinical – Solo Practice   ⁯

Charitable            ⁯              Others                             ⁯

Specify:

	Address
	

	City/State
	

	Country
	

	Telephone
	

	Mobile
	

	Facsimile/Fax
	

	Website
	

	Email
	

	Does the site have any Accreditations? If Yes Provide with details/Certificate
	

	How many Departments Does the Site have:

Please Specify


	

	Hospital Management:

Directors

Concern person to contact

Preferable time to contact
	

	Facilities for which information can be provided


	Medical and Manpower Infrastructure  ⁯

List of Departments at the Site              ⁯

Ethics Committee                                  ⁯

General Lab Services                            ⁯

	Total number of Consultants (in all therapeutic areas) at your facility, please provide list
	

	Number of Nurses and

Other Support Staff
	

	No. of Beds
	

	How many patients visit the OPD per day?
	

	How many patients in the IPD per day?
	

	How many active patients does your [site/department] have (visits within past12 months)?
	

	Does the site have Separate Clinical Research department? If Yes please provide the research staff details in department wise as separate attachment
	

	How many clinical research studies are currently active at your (site/Dept)?
	

	How many physicians at your [site/department] are currently principal investigators on clinical research studies?
	

	Any new Physicians willing to do Trials if yes Please List:
	

	Does any Physician not willing to do trials  if Yes Please specify
	

	Laboratory(  Imaging & Non imaging Laboratory)



	Does the Site have Imaging facility
	                                  Yes ⁯  No ⁯

	Is the lab acting as referral laboratory 
	

	Name of the Lab Head and Contact details:

Preferable time to  contact:

Please provide Cv:
	

	Please tick the available facility

( Provide the costs of  each)


	X ray :                    Yes ⁯ No ⁯ cost:____________

USG:                      Yes ⁯ No ⁯ cost:____________

Echocardiography: Yes ⁯ No ⁯ cost:____________

CT Scan:                 Yes ⁯ No ⁯ cost:____________

MRI :                      Yes ⁯ No ⁯ cost:____________

PET :                       Yes ⁯ No ⁯ cost:____________

Mammography:       Yes ⁯ No ⁯ cost:____________

Any other: __________________________________

	If No , to which lab it is out sourced please specify name and contact number of concerned
	

	Does the site have non-imaging lab facility
	                                Yes ⁯  No ⁯

	Name of the Lab Head and Contact details:

Preferable time to  contact:

Please provide Cv
	

	If yes which lab tests are performed please provide details with costs

Do you have a list of lab tests with costs If 'Yes' please provide


	Hematology            : Yes ⁯ No ⁯ cost:____________

Biochemistry          : Yes ⁯ No ⁯ cost:____________

Pathology               : Yes ⁯ No ⁯ cost:____________

Serology                 : Yes ⁯ No ⁯ cost:____________

Microbiology         : Yes ⁯ No ⁯ cost:____________

Histopathology      : Yes ⁯ No ⁯ cost:____________

Immunology          : Yes ⁯ No ⁯ cost:____________

Molecular Biology :Yes ⁯ No ⁯ cost:____________

Any other:___________________________________



	Does lab have any accreditations? If yes Please attach the certificate


	

	If any other Lab is to be used for Investigations Please specify name, Address and contact details of concern person:
	

	Agreements



	What is the type of agreements site is practicing

(ex: Tripartite or Tetra partite)

	

	Is there any legal person to review the Clinical Trial Agreement (CTA)?
	Yes ⁯                    No ⁯

	If 'Yes', what are the timelines of this review (in terms of days)?
	

	Is there an authorized signatory from your site? If 'Yes' please provide the details:

Name of the Authorized signatory?

Designation?

Contact Number?




	

	Financial:

	Is there any special site cost? If 'Yes' what is the amount?
	

	Admission charges
	

	Bed Charges


	General Ward          :

Semi-Special Ward  :

Special Ward           :

	ICU Charges
	

	Any Other( Please Specify):
	


Ethics Committee:

	Does the Institute have any Ethics committee?
	              Yes ⁯                    No ⁯

	If Yes Name& Address  of the EC
	

	Contact Person: With name and contact details
	

	If  No Which  other Central EC is used specify
	

	Is the EC constituted as per the ICH-GCP guidelines?
	

	Does it have a written SOP? Please provide a copy
	

	Is there a list of IRB members and their professions? If 'Yes' kindly provide the details
	

	Do you have a checklist for submission of the documents? If 'Yes' please provide 

If 'No' please check the find a list of documents required for submission


	· Protocol and amendments     

· Case Report Forms            

· Investigator's Brochure    

· ICF and ICF updates        

· Translation of ICF and

· Translation certificate      

· Safety information and

· compensation to subjects 

· Subject recruitment procedures

· (Advertisements)            

· Investigators current CV  

· Investigator undertaking  

· DCGI Approval             

· If there are any other documents required for submission please mention here.



	Fee for Review of Trial Proposal?
Any additional fee for amendment approvals during the conduct of study?
	

	How many copies of each document are required for the submission?
	

	Is there any format for applying for an Ethics Committee review for a clinical trial?

If 'Yes' kindly provide
	

	How many days prior to the meeting should the study documents is submitted?


	

	How many days after the meetings will the approval letter is issued?
	

	Do you maintain a written record/MOM of the activities of the meeting?
	

	Do you make the documents available upon request from the regulatory authorities and Auditors?
	

	How often the EC meeting is scheduled( In weeks) what is the next date for EC meeting
	

	 Do you have any policies/procedures  in place to call  for any emergency meetings on demand for  your IEC or IRB
	


Space   and Equipment:
	Does the site have dedicated separate room/cabin for Clinical research
	Yes ⁯                    No ⁯

	Does the site have space for storage of study related materials (lab kits etc...)
	Yes ⁯                    No ⁯

	Does the site have for  separate cabin for Monitoring
	Yes ⁯                    No ⁯

	Does the site have space for Archival of data after completion of trial if yes provide the details and procedures?
In charge person for the storage of documents

 If No. Specify a location where the documents can be stored
	Yes ⁯                    No ⁯

	Does the site have dedicated cupboard for study document storage.
	Yes ⁯                    No ⁯

	 Does the site have dedicated Refrigerator for IP storage ( 2-8 ◦C) with temperature monitor
	Yes ⁯                    No ⁯

	Does the site have dedicated Drug storage cupboard with temperature and Humidity monitor
	Yes ⁯                    No ⁯

	Centrifuges-Do you have cooling  and non cooling centrifuge
	Yes ⁯                    No ⁯

	Do you have Deep freezer facility  for storing of Pk sampling if Yes  specify temperature maintained
	Yes ⁯                    No ⁯

	Dedicated Fax Machine
	Yes ⁯                    No ⁯

	Dedicated STD phone connection
	Yes ⁯                    No ⁯

	Does the site have Computers with High speed internet connection? If yes Number of computers
	Yes ⁯                    No ⁯


Other:

Please provide us the Hospital, laboratory and any other brochures or costs  attachments.

Is the site affiliated with any Site management organization       Yes ⁯ No ⁯
Will you be interested to join us as an exclusive site (eSITE)? 
Yes ⁯ No ⁯
If yes our representative will meet and discuss further.
Name

:

Signature& Date

Designation
:
Investigator Profile:
	Investigator Name
	

	Credentials (Diploma,MS/MChMD,DM etc)
	

	Medical License Number
	

	Present practice: specify if different hospitals
	

	Telephone (Office)
	

	Telephone (Personal)
	

	Mobile (Office)
	

	Mobile( personal)
	

	Facsimile
	

	Preferable Time to call for any discussions
	

	Professional Experience(years)


	

	Clinical Research Experience(years)
	

	 No. Of OPD patients / Day
	

	What are your primary areas of practice with %s? 
	Area A______________________________________
Area B______________________________________
Area C______________________________________

Other ______________________________________


	What human subjects protection (HSP) and good clinical practice (GCP) training
and certifications do you have? If No are you wiling to undergo web based training provided by MC SMO
	

	Are you affiliated with a site network/investigator network or SMO? If Yes Provide the Details
	

	How many clinical research studies have you conducted so far

(If Different Therapeutic areas Please Specify)
	Phase I____________________________________
Phase II___________________________________
Phase III___________________________________
Phase IV__________________________________
BA/BE___________________________________

	How many clinical research studies are you currently conducting?
(If Different Therapeutic areas Please Specify)
	Phase I____________________________________

Phase II___________________________________

Phase III___________________________________

Phase IV__________________________________

BA/BE___________________________________

	Any Regulatory /Sponsor/Other Audit Experience if Yes Specify:
	

	Research Publication
	International :________________________________

National      : ________________________________

	Will you act as a key opinion leader 
	

	Experience with EDC
	Yes ⁯                    No ⁯

	Clinical Research Staff

	Do you have Clinical Research Staff
	Yes ⁯                    No ⁯

	If Yes Sub Investigator/CRC/Nurse Name :
	

	Designation
	

	Clinical Trial Experience :
	

	Contact Number :
	

	Does the Staff have experience with EDC/eCRF
	

	Additional research staff details:


Other:
· Please Provide us with your updated CV’s and MRC

Placement of CRC at the site ( Once the project is awarded)
	***
Would you accept a trained Clinical Research Coordinator from the *** to be placed at your site? 
Yes⁯ No⁯

If no specify name of your coordinator for our Trials:_______________________




Confidentiality Clause: 

	I solemnly swear and affirm that all the information given above is correct to the best of my knowledge. I shall hold any and all information received from the *** in future in relation to any clinical trial as confidential.



	Signature:


                                                                     Date: 

Name: 

Contact No/E-mail: 


Disease Profile - General
	Indication
	Patient Pool (Number of patients per month)
	Standard of Care

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Disease Profile - Trial Specific
	Therapeutic Area:

	Total number of trials conducted:

	No. of global trials:

	No. of domestic trials:

	Trials yet to start:

	Indication
	Year
	Name of the PI
	Status (Completed / Ongoing)
	Phase
	Enrollment Time
	Enrollment No.
	No. Screened
	No. Completed
	No. of SAE

	
	
	
	
	
	Projected
	Actual
	Projected
	Actual
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


PRE-TRIAL FEASIBILITY – QUESTIONNAIRE
Project ID: 

Pre-Trial Feasibility Questionnaire: 

Name & Address of Institution: _____________________________________________

______________________________________________________________________

Institution Type: ________________________________________________________

Investigator Name: _____________________________ Qualification: ______________

Contact Number: Off__________________ Mobile: ____________________________

Fax Number: _______________________Email ID: ____________________________

CRC Name and Number (optional):  _________________________________________

1. Total number of Acute MI patients available per month: _______________________

2. Total number of protocol eligible patients can be enrolled in to trial per month: ____

3. Investigator Cost/Visit: _________ [Mandatory]
4. Ethics committee:_____________________________________________________

5. EC  processing Fee:______________________

6. Are you willing to do Trial:________________________

7. Clinical trial Experience (if any) In years:___________________________________

8. Any comments: ______________________________________________________

Signature of Investigator and Date: _______________________________________

(***TA) FEASIBILITY QUESTIONNAIRE
Date: ***

	Indication:


	Study Title: 

	Investigator Details

	Investigator Name
	

	Qualification
	

	Contact Number
	

	E-mail ID
	

	Site Name and address:


	

	Type of Institute
	

	Study specific Questions

	How many patients do you see per month with above indication?
	

	How many patients you can enroll into this study per month?
	

	Do you have any clinical research experience?

If yes, how many years?
	

	*
	

	*
	

	*
	


	Referrals

	Do you have colleagues who might be interested in participating in this study? (Please provide contact information)

Name :____________________________________________________________________

Address:___________________________________________________________________

            ____________________________________________________________________

Phone number:______________________________________________________________

Email:_____________________________________________________________________



	Statement of Principal Investigator

I am interested to do this study

I am not interested to conduct this study because:__________________________________




Name of the Investigator:__________________________

Signature of the Investigator with seal: _____________              Date:__________________
STUDY FEASIBILITY QUESTIONNAIRE
	Investigator and Site's Information

	Investigator Name
	

	Specialty
	

	Academic Qualifications
	

	Name of hospital/Clinic
	

	Address
	

	
	

	
	

	City
	
	State
	
	Postal Code:

	Contact Number
	Office
	

	
	Home
	

	
	Mobile
	

	
	Fax
	

	Email Address (es)
	


	Practice Location

	What type of setting is your practice?

	Govern hospital    

Private hospital           


	Other specify        




	Research Experience of Investigator

	Do you have experience in conducting clinical trial as per Indian and Global regulation? (ICH-GCP, Indian GCP, CDSCO guideline)
	Yes
	
	No
	
	

	If answer to the above question is "Yes" How many years of experience and number of trials conducted by you in the given category?
	Phase I
	

	
	Phase II
	

	
	Phase III
	

	
	Phase IV
	

	Do you have experience of conducting clinical trial(s) with Medical devices?
	

	If "Yes" how many trials have you conducted?
	

	What type of device trials have you worked with?
	

	Do you have experience conducting trial in Gastro esophageal reflux disease?
	

	Are you currently conducting a competing study for the same indication?
	

	If "Yes", Do you think the competing trial will affect our trial enrollment?
If "No", please kindly state why not.
	


	Schedule of events

	Please see attached schedule of assessments in the synopsis.
Can your centre comply with the protocol schedule?
	

	Can appropriate follow up be maintained?
	

	Will any trial procedures or follow up be performed outside of randomizing centre?
If “Yes”, kindly mention the center name.
	


	Study design

	Do you think the study objective is feasible to achieve?
	

	If "No", kindly mention the reason for the same
	

	Do you think the study design is appropriate?
	

	If "No", kindly mention the reason for the same
	

	Do you think inclusion and exclusion criteria of this trial are satisfactory?
	

	If "No", kindly mention the reason for the same
	

	Do you think the  study procedure is feasible? (Duration of study, Number of visits etc.)
	

	If "No", kindly mention the reason for the same
	


	Study population

	What is the average number of patients with GERD visit in your hospital/ clinic? (per month)
	

	What is the average number of new patients with GERD freshly diagnosed in your hospital/ clinic? (per month)
	

	What is the anticipated screening failure rate as per protocol?
	

	How many of the patients would you anticipate to be able to get enrolled in this study based on the proposed inclusion/ exclusion criteria?
	

	What percentage of these eligible patients do you expect would be willing to provide/sign an Informed Consent and participate in this study? (tick only one)
	0-20%

21-40%

41-60%

61-80%

81-100%

	What is the anticipated dropout rate?


	

	What percent of patients do you expect to be able to complete the study?
	


	Facility

	Do you have a local laboratory? (Laboratory associated with the hospital or clinic)
	

	If "No" can you use a diagnostic centre outside your hospital/clinic or a central laboratory?
	

	Have you ever worked with a central laboratory?
	

	Does the local laboratory have the facilities to conduct all the tests mentioned in the synopsis?
	

	Does the laboratory  staff have experience of doing tests for clinical trial?
	

	Do you have central pharmacy?   (Dispensing store or Pharmacy store associated with hospital or clinic)
	

	Have  you   ever  used   or  are  you  using  the pharmacy for other trials?
	

	Do you have secured storage area for clinical trial materials?
	

	Do you have sufficient staff to conduct the study?
	

	Are the site staff well familiarized with trial procedure?
	

	Do  the site staff have sufficient  time for conducting the trial?
	

	How many numbers of staff do you want to include in the study?
	

	The details of site staff
	Sub-investigator Name:

Contact number:

Clinical Research Coordinator Name:

Contact number:


	Ethics Committee

	Does your hospital/clinic have an ethics committee?
	

	If "Yes" Please provide the following information:
	

	Ethics committee Name
	

	Ethics committee Contact Person
	

	Address of Ethics Committee
	

	What is the average time required to receive written  approval  from  your Ethics  committee after all documents submitted?
	

	What is your Ethics committee fees?
	

	How many copies of documents you require to submit for the approval?
	

	Frequency of Ethics Committee meeting.
	

	If "No" then are you comfortable using central ethics committee?
	


	Budget

	PI cost per patient
	

	Cost of the procedure
	

	Patient cost if any
	

	Cost of CRC per month
	


	Referrals

	Do you have colleagues who might be interested in participating in this study? (Please provide contact information)

Name :____________________________________________________________________

Address:___________________________________________________________________

               __________________________________________________________________

Phone number:______________________________________________________________

Email:_____________________________________________________________________




	Statement of Principal Investigator

	   I am interested to conduct this clinical trial  

   I am not interested to conduct this Clinical trial because: 

Lack of suitable patients

Subject eligibility criteria too difficult

Disagree with study design

Protocol procedure(s) are too difficult

Ongoing competing study in my Institution

Other (please specify below):_______________________________________                                                                                                                


Name of the Investigator:__________________________

Signature of the Investigator with seal:______________              Date:__________________

This document has been kindly shared by a member of the Global Health Network. You are free to adapt and use it in your own studies, but please reference the Global Health Network when you do so.
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