[image: image1.png]



C  I  T  Y  O F   P  H  I  L  A  D  E  L  P  H  I  A
DEPARTMENT OF PUBLIC HEALTH

INSTITUTIONAL REVIEW BOARD

HEALTH CENTER #5

1900 N 20th Street

Philadelphia, PA 19121

(215) 685-0869
http://www.phila.gov/health/irb

Page 2 of 2

11/30/2022

SUBMISSION OF REVISIONS TO APPROVED STUDY

Email all materials to IRB_submissions@phila.gov
If the documents exceed 15MB or you experience any difficulties, contact the IRB office for instructions.

Study Number:____________________________________________________________

Study Title:________________________________________________________________

Principal Investigator:_______________________________________________________

Contact Information: ________________________________________________________

You must submit for review prior to implementation any and all of the following: 

· Changes in procedures

· Changes in consent forms or procedures or other subject-facing documents

· Changes in contact information

· Changes in staff

The only case in which implementation may proceed prior to approval is where this is necessary to eliminate apparent immediate hazards to the human subjects.  In this case, the revisions should be implemented and must be submitted for review as soon as possible.

Please fill out the following:

_____  Is this study eligible for expedited review?  

Your initial approval letter will indicate whether the study was approved through full or expedited review
_____  Is there a new or changed PI, co-PI, or research coordinator?

Provide a CV or brief description of their qualifications, HSR training completed within the last three years and a signed conflict of interest form
_____  Are there other new study staff who will have contact with participants or PHI?

Include a brief description of their qualifications, HSR training completed within the last three years and a signed conflict of interest form.

_____  Are there revisions other than or in addition to staff changes?

Revisions that require full IRB review must be submitted at least 2 ½ weeks before the IRB meeting.  Most IRB meetings are held on the 1st Tuesday of even numbered months.  Please call to confirm date.

Submissions of revisions to studies that qualify for expedited review may be submitted at any time.  If you are unsure if a study qualifies for expedited review, contact the IRB.  

If multiple revisions to the study are under consideration, investigators are encouraged to submit them for consideration at one time if possible.

Add a version number and revision date to each changed document.

	What to submit for review:
	Document name(s) (e.g., Doe_ICF_clean.doc):

	Cover letter outlining requested changes 
	

	Clean copy of each changed document
	

	Tracked-changes version of each changed document
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