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AMENDMENT REQUEST LETTER
Scientific Ethics Committee for the Care
Animals and Environment (CEC-CAA)
2022 version
[bookmark: _heading=h.gjdgxs]
When should I request an amendment and write an amendment request letter?
[bookmark: _heading=h.30j0zll]When a research protocol is approved, the Academic responsible and the Principal Investigator  acquire the commitment to request an amendment and a new ethical approval act for changes in procedures or personnel that participate in the protocol. The amendment request letter allows this change to be submitted and must be uploaded to the platform together with the amended protocol, with changes highlighted in color. Remember to use the protocol FILLING INSTRUCTIVE. Once amended, upload it to the https://evaluacionetica.uc.cl/ platform, together with the amendment request letter and the rest of the required documents.

Before proceeding with your amendment request, review the following list, which details the situations in which it is NOT necessary to request an amendment and the procedures that must be followed:
An amendment request is NOT required when:
1. The number of animals to be used is reduced, due to the elimination of the objective and/or the performance of fewer procedures, considering that Animal Welfare is not affected and there are no other changes.
The number of animals used between objectives is changed, but the total number of animals used, the procedures or their severity do not change.
The changes involve the decrease in procedures performed on animals. E.g: decrease in the number of times blood samples are taken, decrease in the number of animals used.
A drug or other harmful agent is going to be administered, but this administration decreases, either in its degree or dose.
A drug will be replaced by another bioequivalent.
A new project objective is added that does not involve the use of animals.
Post-mortem procedures are changed.
If personnel who are not going to handle animals are incorporated.
The changes do not deteriorate animal welfare or, on the contrary, improve it. An explanatory letter of this modification must be uploaded to the platform addressed to the CEC-CAA and IVD (Institutional Veterinary Doctor).*
One euthanasia method is changed to another that is acceptable (AVMA 2020 or other recognized guidelines). You must upload to the platform a letter of approval from the VD (Veterinary Doctor) in charge, and an explanatory letter of this modification addressed to the CEC-CAA and IVD.*
There are changes in the dates of the Gantt chart, (e.g., the procedures will last longer than what was approved), for this you must upload to the platform an explanatory letter of this modification addressed to the CEC-CAA and a feasibility letter of the enclosure.*
The place of keeping of the animals is changed to different CIBEM satellites, an explanatory letter of this modification addressed to the CEC-CAA and IVD, an authorization letter from the CIBEM and the feasibility letter of the receiving place must be uploaded to the platform.*

*In the cases in which a notification to the CEC-CAA / MVI is included through an explanatory letter, it is up to the discretion of the CEC-CAA and MVI to communicate the need for amendment if necessary, post-review of the documentation.




Date, xx of xx of xx
Mr/s. 
Ethics Scientific Committee
for Animal Care and Environment CEC-CAA
Present

From my consideration:
The reason for this letter is to request the ethical approval of an amendment to the protocol Code ________________ (code is the number provided by the ethics platform), titled __________________________________________________________, whose researcher responsible is ________________________ and academic responsible is _____________________.
The amendment consists of: Explaining what the proposed modifications consist of.

If you request to increase the number of animals to be used, fill out the following table:
	Objectives (modify for protocols with another type of division)
	Number of animals approved in original protocol
	Number of additional animals requested
First amendment
	(Add columns, if necessary a second, third amendment…)

	Specific objective 1
	
	
	

	Specific objective 2
	
	
	

	Specific objective 3
	
	
	

	(Add rows if applicable…)
	
	
	

	Total
	
	
	



The amendment is justified because (give the reasons that support the proposed amendment).
The documents previously approved by the CEC that have been modified with the amendment, and that are attached to this application, are: (name the documents). 
Sincerely,


_____________________________________
Name and signature of the researcher responsible 
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