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SECTION 1: ADMINISTRATIVE INFORMATION

	INNOVATION NAME:

	


A. PRIMARY APPLICANT
	PERSONAL DETAILS:

	FULL NAME
	JOB TITLE
	EMAIL
	MOBILE NO.

	
	
	
	

	APPLICANT TYPE

	☐ KKESH&RC STAFF	☐ MANUFACTURER/DEVELOPER	☐ LOCAL DISTRIBUTOR



B. KKESH&RC POINT OF CONTACT*
	DO YOU HAVE A KKESH&RC POINT OF CONTACT?

	☐ YES	☐ NO/NOT APPLICABLE

	IF YES, ADD THE DETAILS BELOW:

	FULL NAME
	JOB TITLE
	EMAIL
	MOBILE NO.

	
	
	
	


* A STAFF MEMBER YOU HAVE PREVIOUSLY ENGAGED WITH ABOUT THIS INNOVATION AND WHO HAS EXPRESSED INTEREST IN COLLABORATING ON IT.

C. MANUFACTURER/DEVELOPER
	LEGAL NAME
	COUNTRY OF ORIGIN
	ONLINE WEBSITE

	
	
	

	POINT OF CONTACT*

	FULL NAME
	JOB TITLE
	EMAIL
	MOBILE NO.

	
	
	
	


* IF THE MANUFACTURER/DEVELOPER IS THE PRIMARY APPLICANT, YOU MAY LEAVE THIS SECTION EMPTY.



D. LOCAL DISTRIBUTOR
	LEGAL NAME
	OFFICE ADDRESS
	ONLINE WEBSITE

	
	
	

	POINT OF CONTACT*

	FULL NAME
	JOB TITLE
	EMAIL
	MOBILE NO.

	
	
	
	


* IF THE LOCAL DISTRIBUTOR IS THE PRIMARY APPLICANT, YOU MAY LEAVE THIS SECTION EMPTY.
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SECTION 2: INNOVATION DESCRIPTION

	A. INNOVATION TYPE:

	  ☐ DRUG (PHARMACEUTICAL PRODUCT)
☐ MEDICAL DEVICE (IMPLANTABLE E.G., INTRAOCULAR LENS OR SINGLE USE)
☐ DIAGNOSTIC MEDICAL DEVICE

	B. TARGET SUBSPECIALTY (YOU MAY CHOOSE MORE THAN ONE):

	☐ ANTERIOR SEGMENT	☐ GLAUCOMA	☐ RETINA
☐ PEDIATRIC OPHTAHLMOLOGY	☐ OCULOPLASTICS	☐ NEURO-OPHTHALMOLOGY
☐ OTHER, PLEASE SPECIFY:

	C. INNOVATION DESCRIPTION (MAX 500 WORDS): *

	

	D. ONLINE WEBSITE (IF AVAILABLE):

	

	E. ADDITIONAL DETAILS:

	


* PROVIDE A DETAILED DESCRIPTION OF THE INNOVATION ACTION, INTENDED CLINICAL USE, AND PERCEIVED CLINICAL BENEFIT.
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SECTION 3: ENABLEMENT PATHWAY

	A. ENABLEMENT PATHWAYS (READ BEFORE SELECTING PATHWAY IN SECTION “B” BELOW)

	PATHWAY
	FOCUS & OUTCOMES

	


1. ACCELERATION
	THE INTENDED OUTCOME IS SUCCESSFULLY EXECUTING AND COMPLETING AN EARLY-STAGE CLINICAL TRIAL WITHIN KKESH&RC FACILITIES. THE FOCUS INCLUDES ACTIVITIES SUCH AS DEVELOPING THE CLINICAL TRIAL PROTOCOL, SUBMITTING IRB AND SFDA CLINICAL TRIAL AUTHORIZATION APPLICATIONS, AND RECRUITING SUBJECTS.

	


2. REGULATION
	THE INTENDED OUTCOME IS COMPLETING THE LOCAL REGULATORY SUBMISSION AND CLEARANCE PROCESS, SUPPORTED BY TECHNICAL FILE REVIEW, SFDA REGULATORY PATHWAY GUIDANCE, AND LIAISON SUPPORT WITH SFDA TO PREPARE AND PROCESS MEDICAL DEVICE MARKETING AUTHORIZATION OR DRUG REGISTRATION SUBMISSIONS.

	

3A. VALIDATION (LOCAL CONCENSUS REVIEW)
	THE EXPECTED OUTCOME IS A FORMAL EXPERT OPINION REPORT DETAILING CLINICAL FEASIBILITY AND A FINAL ADOPTION RECOMMENDATION, SUPPORTED BY THE DEVELOPMENT AND EXECUTION OF STRUCTURED SURVEYS, FOCUSED INTERVIEWS, AND CONSULTATIVE DIVISIONAL PRESENTATIONS TO ASSESS LOCAL FEASIBILITY.

	

3B. VALIDATION (LOCAL VALIDATION STUDY)
	THE EXPECTED OUTCOME IS THE COMPLETION OF A LOCAL VALIDATION STUDY RESULTING IN A FORMAL RESEARCH REPORT AND PRESENTATION OF LOCALIZED FINDINGS, SUPPORTED BY SMALL-SCALE RESEARCH PROTOCOL DEVELOPMENT, IRB SUBMISSION, AND DATA COLLECTION AND VALIDATION OF EFFICACY AND SAFETY IN THE LOCAL KSA PATIENT POPULATION.

	B. SELECT DESIRED ENABLEMENT PATHWAY:

	☐ 1. ACCELERATION
☐ 2. REGULATION
☐ 3A. VALIDATION (LOCAL CONCENSUS REVIEW)
☐ 3B. VALIDATION (LOCAL VALIDATION STUDY)

	C. ADDITIONAL DESIRED OUTCOMES: *

	


* SPECIFY ADDITIONAL DESIRED OUTCOMES NOT LISTED ABOVE WITHIN THE FOCUS OF THE SELECTED PATHWAY
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SECTION 4: REGULATORY STATUS

	A. REGULATORY STATUS:

	REGULATORY BODY
	STATUS

	


U.S. FDA
	  ☐ MARKETED (APPROVED FOR SALE) (NDA, BLA, OR EQUIVALENT FOR                                                      D     DRUGS/PMA 510(k) OR EQUIVALENT FOR DEVICES)
     ☐ INVESTIGATIONAL (IND, IDE, OR EQUIVALENT)
     ☐ CONDITIONAL (EUA, HDE, OR EQUIVALENT)
     ☐  NO SUBMISSION INITIATED
     ☐ OTHER, PLEASE SPECIFY: 	

	


EUROPEAN UNION
	☐ MARKETED (APPROVED FOR SALE) (MA, CE MARK, OR EQUIVALENT)
☐ INVESTIGATIONAL (CTA OR EQUIVALENT)
☐ CONDITIONAL (CMA OR EQUIVALENT)
☐ NO SUBMISSION INITIATED
☐ OTHER, PLEASE SPECIFY: 	

	

OTHER MAJOR APPROVAL
	

☐ YES, PLEASE SPECIFY: 	
☐ NO

	


SFDA
	☐ MARKETED (APPROVED FOR SALE) (MDMA OR EQUIVALENT)
☐ INVESTIGATIONAL (CTA OR EQUIVALENT)
☐ CONDITIONAL (CMA OR EQUIVALENT)
☐ NO SUBMISSION INITIATED
☐ OTHER, PLEASE SPECIFY: 	

	B. ATTACHMENTS:

	SUBMIT PROOF OF REGULATORY APPROVAL’S MENTIONED ABOVE
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SECTION 5: CLINICAL EVIDENCE

	A. SUMMARY OF EXISTING LITERATURE (MAX 500 WORDS): *

	

	B. ATTACHMENTS:

	ATTACH KEY RESEARCH PUBLICATIONS RELATED TO THE SUBMITTED INNOVATION






SECTION 6: DECLARATION & SIGN OFF

	I HEREBY CONFIRM THAT THE INFORMATION PROVIDED IS TRUTHFUL AND ACCURATE

	NAME
	SIGNATURE
	DATE
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