
Please wait... 
  
If this message is not eventually replaced by the proper contents of the document, your PDF 
viewer may not be able to display this type of document. 
  
You can upgrade to the latest version of Adobe Reader for Windows®, Mac, or Linux® by 
visiting  http://www.adobe.com/go/reader_download. 
  
For more assistance with Adobe Reader visit  http://www.adobe.com/go/acrreader. 
  
Windows is either a registered trademark or a trademark of Microsoft Corporation in the United States and/or other countries. Mac is a trademark 
of Apple Inc., registered in the United States and other countries. Linux is the registered trademark of Linus Torvalds in the U.S. and other 
countries.


..\..\Documents\Letters\Header Logo.jpg
Animal Protocol Amendment Form C - Significant Changes
Use this form to make significant changes to an IACUC-approved animal protocol, other than a change in PI. A change in PI is handled using Amendment Form A.
In general, significant changes are those that will or may negatively impact animal health and/or welfare, impact personnel safety, and/or require substantial changes to the objectives and/or design of an animal protocol. These include, but are not necessarily limited to, changes in IACUC-approved study objectives, procedures, experimental substances, species, anesthetics, analgesics, euthanasia methods, and strains. Increases in animal numbers are also considered significant changes.
 
Please section 2 of IACUC policy ACUC05, "Animal Protocol Amendment Policy," and the Office of Laboratory Animal Welfare's guidance on significant changes for more information about what constitutes a significant change. The former also includes more detail on how the IACUC reviews each change.
A note about saving this form: In Adobe Reader you may need to "Save As..." the first time you save the form and then you can save at any time. Also, in Adobe Acrobat and Reader you must click outside the field you are editing before you can save your work. The "Save" button will be grayed-out until you do.
 
Form Instructions
 
1. Please read your animal protocol before you complete this form. You need to be familiar with what is  approved on your protocol to complete this form accurately.
2. Complete all sections of the form. Incomplete forms will not be reviewed. (Warning: Due to limitations with Adobe LiveCycle, there are issues with tab order in multiple sections of this form. Please do not navigate form fields by tabbing - you will miss fields.)
3. Read section instructions carefully for detail on what information is required.
4. Fill out a separate form for each animal protocol you want to amend. If you want to make the same changes to multiple animal protocols, save a copy of the completed form for each protocol, update the information in section 1, and then review and update the information in the form to ensure all answers are accurate to each protocol you want to amend.
5. Submit forms to the IACUC Office through Smartsheet - access the Smartsheet Amendment Submission Portal (no login required), upload the completed amendment form, and submit. Investigators other than the PI can submit completed forms. 
 
Do not use this form to make minor changes, such as changes in personnel, funding, off-hours access, lab location, or minor corrections. These changes are handled by separate amendment forms, which can be found on the IACUC website.
  
Be advised: Amendments submitted via this form will not replace your approved animal protocol and are instead considered supplements to your approved protocol. Approval of a Form C amendment will not reset your protocol's three-year approval.
 
If you have questions about completing this form, please contact the IACUC Office at dfci_iacuc@dfci.harvard.edu.
1. Animal Protocol Details
2. Amendment Summary
 
a. Please list all proposed change(s) below. Please do not describe the change(s) in detail. Details will be captured in later sections of this form. For new strains, please include full nomenclature - this will ensure the nomenclature is searchable in the amendment log for your protocol. 
 
Examples:
   · Amendment adds a new cell line and a new drug: "Add [cell line name] and [drug name]."
   · Amendment adds a new strain: "Add [strain name]. Full nomenclature is [full nomenclature from vendor/source]."
   · Amendment adds a new procedure and new experiment: "Add [procedure name] and add a new experiment."
b. Please briefly (1-2 sentences) state the reason for the changes and how they will support the objectives of the approved protocol.
3. Study Objectives
 
Use this section to add or change study objectives. Mouseover this field for examples of what changes should be recorded here.
Example: Objective will change from studying disease mechanism to preclinical therapy trials.
a. Will this amendment add new study objectives to the protocol?
If Yes, please describe the new study objective(s).
b. Will this amendment change the approved study objectives of the protocol?
If Yes, please explain how the approved study objectives will change.
4. Non-surgical Procedures
 
Use this section to add or change non-surgical procedures. Please see the following for additional guidance. Mouseover this field for examples of non-surgical procedures.
 
· The USDA Pain/Distress Category for each new procedure or change in approved procedure where there is an increase in pain and/or distress must be recorded in section 14.
· A literature search for alternatives must be conducted in section 15 for each new procedure or change to an approved procedure where there will be pain and/or distress that will be alleviated with appropriate anesthetics, tranquilizers, or analgesics (USDA Pain/Distress Category D) or will be unalleviated pain and/or distress (USDA Pain/Distress Category E).
· Do not add or change surgical procedures in this section. Surgical procedures can be added in section 5.
· Do not describe changes in procedures performed at off-site animal facilities, experimental agents, anesthetics, analgesics, experimental design, or endpoints in this section. These are addressed in later sections of this form.
Non-surgical procedures include, but are not limited to:Animal identification methodsBehavioral testingBiopsies (e.g., tail, tumor)Blood collection, euthanasiaImagingRadiationInjections (including trochar implantation)
a. Will this amendment add new non-surgical procedures?
New Procedure 1
 
If Yes, please complete the following fields for the new procedure. Only one new procedure may be described in each set of fields. You can add additional sets of fields by clicking Add Another Non-surgical Procedure at the end of this set of fields.
i. Please check the appropriate box to indicate where the procedure will be performed. If you are adding a procedure to the LFIC, ETx, or SARRP protocol (not transferring animals to one of these protocols), please check "ARF" and complete all fields.
ii. Will animals remain on your animal protocol or be transferred to the LFIC protocol for the procedure(s)?
iii. Please list all procedures that will be performed in the LFIC. For each procedure, please indicate whether the procedure will be performed according to the applicable ARF SOP (see http://dfciarf.partners.org/Main.aspx) and if not describe how the procedure will be performed. Also, please indicate how frequently the procedure will be performed, the duration over which the procedure will be performed, and the maximum number of times the procedure will be performed.
iii. Please list - but do not describe - all procedures that will be performed before animals are transferred to the LFIC and while they are 
in the LFIC:
ii. Will animals remain on your animal protocol or be transferred to the SARRP Facility protocol for the procedure(s)?
iii. Please list all procedures that will be performed in the SARRP Facility. For each procedure, please indicate whether the procedure will be performed according to the applicable ARF SOP (see http://dfciarf.partners.org/Main.aspx) and if not describe how the procedure will be performed. Also, please indicate how frequently the procedure will be performed, the duration over which the procedure will be performed, the maximum number of times the procedure will be performed, and (if applicable) the dose of radiation per fraction and number of fractions.
iii. Please list - but do not describe - all procedures that will be performed before animals are transferred to the SARRP Facility and while the are in the SARRP Facility:
ii. Please describe how the new procedure will be performed. For any procedure that is described in an ARF standard operating procedure (SOP), you can refer to that SOP instead of describing the procedure in detail. When referring to an ARF SOP, please note the following:
 
· By referring to an ARF SOP, the animal protocol PI is certifying that all lab members who perform the procedure will follow that SOP. Lab members must therefore be familiar with the SOP before starting animal work.
· The procedure name and SOP number must be noted. For example: "Tail biopsy (T030)" or "Intravenous injection by tail vein (T002)."
· ARF SOPs can be found on the ARF website: http://dfciarf.partners.org/Main.aspx (click the SOPs button)
 
The following details must be included whether or not you refer to an ARF SOP:
 
· All procedures: Specify how frequently the procedure will be performed and the maximum number of times a single animal will undergo the procedure.
· Injections: Specify the maximum injection volume and anatomical location of the injection.
· Blood collection: Specify the maximum volume of blood collected, frequency of collection, and anatomical location of the blood draw. For guidance on selecting a blood collection method, see SOP T025, "Choosing a Method of Blood Collection in Mice."
· Radiation: Specify the radiation dose and whether radiation will be delivered in a single dose or in a split dose (and the number of fractions if the latter).
· Toe clipping: Review ARF policy P003 and indicate in the description of the procedure how all criteria for toe clipping will be addressed.
iii. Will anesthesia and/or analgesia be used for the procedure?
If Yes, please state the name of the anesthetic and/or analgesic used in the field below. For each agent, list the route, dose, and frequency of administration. For injectable anesthetics (e.g., ketamine/xylazine), specify the maximum injection volume.
iv. Who will perform the new procedure? If ARF Technical Services will perform the procedure, please state this - no additional information is required. Otherwise, please list all lab members who will perform the procedure (and, if applicable, administer anesthesia and/or analgesia for the procedure) and state whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.
iv. Who will perform the new procedure? Please list all lab members who will perform the procedure (and, if applicable, administer anesthesia and/or analgesia for the procedure) and state whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.
v. Is the lab location where this new procedure will be performed already approved on your protocol? (See section J.3.)
If No, please complete Amendment Form D in Smartsheet to add the new lab location to your protocol.
New Procedure 2
 
If Yes, please complete the following fields for the new procedure. Only one new procedure may be described in each set of fields. You can add additional sets of fields by clicking Add Another Non-surgical Procedure at the end of this set of fields.
i. Please check the appropriate box to indicate where the procedure will be performed. If you are adding a procedure to the LFIC, ETx, or SARRP protocol (not transferring animals to one of these protocols), please check "ARF" and complete all fields.
ii. Will animals remain on your animal protocol or be transferred to the LFIC protocol for the procedure(s)?
iii. Please list all procedures that will be performed in the LFIC. For each procedure, please indicate whether the procedure will be performed according to the applicable ARF SOP (see http://dfciarf.partners.org/Main.aspx) and if not describe how the procedure will be performed. Also, please indicate how frequently the procedure will be performed, the duration over which the procedure will be performed, and the maximum number of times the procedure will be performed.
iii. Please list - but do not describe - all procedures that will be performed before animals are transferred to the LFIC and while they are 
in the LFIC:
ii. Will animals remain on your animal protocol or be transferred to the SARRP Facility protocol for this procedure? In order for animals to remain on your protocol while in the SARRP Facility, the protocol must refer to the applicable ARF SOP for each procedure performed in that facility.
iii. Please list all procedures that will be performed in the SARRP Facility. For each procedure, please indicate whether the procedure will be performed according to the applicable ARF SOP (see http://dfciarf.partners.org/Main.aspx) and if not describe how the procedure will be performed. Also, please indicate how frequently the procedure will be performed, the duration over which the procedure will be performed, the maximum number of times the procedure will be performed, and (if applicable) the dose of radiation per fraction and number of fractions.
iii. Please list - but do not describe - all procedures that will be performed before animals are transferred to the SARRP Facility and while the are in the SARRP Facility:
ii. Please describe how the new procedure will be performed. For any procedure that is described in an ARF standard operating procedure (SOP), you can refer to that SOP instead of describing the procedure in detail. When referring to an ARF SOP, please note the following:
 
· By referring to an ARF SOP, the animal protocol PI is certifying that all lab members who perform the procedure will follow that SOP. Lab members must therefore be familiar with the SOP before starting animal work.
· The procedure name and SOP number must be noted. For example: "Tail biopsy (T030)" or "Intravenous injection by tail vein (T002)."
· ARF SOPs can be found on the ARF website: http://dfciarf.partners.org/Main.aspx (click the SOPs button)
 
The following details must be included whether or not you refer to an ARF SOP:
 
· All procedures: Specify how frequently the procedure will be performed and the maximum number of times a single animal will undergo the procedure.
· Injections: Specify the maximum injection volume and anatomical location of the injection.
· Blood collection: Specify the maximum volume of blood collected, frequency of collection, and anatomical location of the blood draw. For guidance on selecting a blood collection method, see SOP T025, "Choosing a Method of Blood Collection in Mice."
· Radiation: Specify the radiation dose and whether radiation will be delivered in a single dose or in a split dose (and the number of fractions if the latter).
· Toe clipping: Review ARF policy P003 and indicate in the description of the procedure how all criteria for toe clipping will be addressed.
iii. Will anesthesia and/or analgesia be used for the procedure?
If Yes, please state the name of the anesthetic and/or analgesic used in the field below. For each agent, list the route, dose, and frequency of administration. For injectable anesthetics (e.g., ketamine/xylazine), specify the maximum injection volume.
iv. Who will perform the new procedure? If ARF Technical Services will perform the procedure, please state this - no additional information is required. Otherwise, please list all lab members who will perform the procedure (and, if applicable, administer anesthesia and/or analgesia for the procedure) and state whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.
iv. Who will perform the new procedure? Please list all lab members who will perform the procedure (and, if applicable, administer anesthesia and/or analgesia for the procedure) and state whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.
v. Is the lab location where this new procedure will be performed already approved on your protocol? (See section J.3.)
If No, please complete Amendment Form D in Smartsheet to add the new lab location to your protocol.
New Procedure 3
 
If Yes, please complete the following fields for the new procedure. Only one new procedure may be described in each set of fields. You can add additional sets of fields by clicking Add Another Non-surgical Procedure at the end of this set of fields.
i. Please check the appropriate box to indicate where the procedure will be performed. If you are adding a procedure to the LFIC, ETx, or SARRP protocol (not transferring animals to one of these protocols), please check "ARF" and complete all fields.
ii. Will animals remain on your animal protocol or be transferred to the LFIC protocol for the procedure(s)?
iii. Please list all procedures that will be performed in the LFIC. For each procedure, please indicate whether the procedure will be performed according to the applicable ARF SOP (see http://dfciarf.partners.org/Main.aspx) and if not describe how the procedure will be performed. Also, please indicate how frequently the procedure will be performed, the duration over which the procedure will be performed, and the maximum number of times the procedure will be performed.
iii. Please list - but do not describe - all procedures that will be performed before animals are transferred to the LFIC and while they are 
in the LFIC:
ii. Will animals remain on your animal protocol or be transferred to the SARRP Facility protocol for the procedure(s)?
iii. Please list all procedures that will be performed in the SARRP Facility. For each procedure, please indicate whether the procedure will be performed according to the applicable ARF SOP (see http://dfciarf.partners.org/Main.aspx) and if not describe how the procedure will be performed. Also, please indicate how frequently the procedure will be performed, the duration over which the procedure will be performed, the maximum number of times the procedure will be performed, and (if applicable) the dose of radiation per fraction and number of fractions.
iii. Please list - but do not describe - all procedures that will be performed before animals are transferred to the SARRP Facility and while the are in the SARRP Facility:
ii. Please describe how the new procedure will be performed. For any procedure that is described in an ARF standard operating procedure (SOP), you can refer to that SOP instead of describing the procedure in detail. When referring to an ARF SOP, please note the following:
 
· By referring to an ARF SOP, the animal protocol PI is certifying that all lab members who perform the procedure will follow that SOP. Lab members must therefore be familiar with the SOP before starting animal work.
· The procedure name and SOP number must be noted. For example: "Tail biopsy (T030)" or "Intravenous injection by tail vein (T002)."
· ARF SOPs can be found on the ARF website: http://dfciarf.partners.org/Main.aspx (click the SOPs button)
 
The following details must be included whether or not you refer to an ARF SOP:
 
· All procedures: Specify how frequently the procedure will be performed and the maximum number of times a single animal will undergo the procedure.
· Injections: Specify the maximum injection volume and anatomical location of the injection.
· Blood collection: Specify the maximum volume of blood collected, frequency of collection, and anatomical location of the blood draw. For guidance on selecting a blood collection method, see SOP T025, "Choosing a Method of Blood Collection in Mice."
· Radiation: Specify the radiation dose and whether radiation will be delivered in a single dose or in a split dose (and the number of fractions if the latter).
· Toe clipping: Review ARF policy P003 and indicate in the description of the procedure how all criteria for toe clipping will be addressed.
iii. Will anesthesia and/or analgesia be used for the procedure?
If Yes, please state the name of the anesthetic and/or analgesic used in the field below. For each agent, list the route, dose, and frequency of administration. For injectable anesthetics (e.g., ketamine/xylazine), specify the maximum injection volume.
iv. Who will perform the new procedure? If ARF Technical Services will perform the procedure, please state this - no additional information is required. Otherwise, please list all lab members who will perform the procedure (and, if applicable, administer anesthesia and/or analgesia for the procedure) and state whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.
iv. Who will perform the new procedure? Please list all lab members who will perform the procedure (and, if applicable, administer anesthesia and/or analgesia for the procedure) and state whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.
v. Is the lab location where this new procedure will be performed already approved on your protocol? (See section J.3.)
If No, please complete Amendment Form D in Smartsheet to add the new lab location to your protocol.
New Procedure 4
 
If Yes, please complete the following fields for the new procedure. Only one new procedure may be described in each set of fields. You can add additional sets of fields by clicking Add Another Non-surgical Procedure at the end of this set of fields.
i. Please check the appropriate box to indicate where the procedure will be performed. If you are adding a procedure to the LFIC, ETx, or SARRP protocol (not transferring animals to one of these protocols), please check "ARF" and complete all fields.
ii. Will animals remain on your animal protocol or be transferred to the LFIC protocol for the procedure(s)?
iii. Please list all procedures that will be performed in the LFIC. For each procedure, please indicate whether the procedure will be performed according to the applicable ARF SOP (see http://dfciarf.partners.org/Main.aspx) and if not describe how the procedure will be performed. Also, please indicate how frequently the procedure will be performed, the duration over which the procedure will be performed, and the maximum number of times the procedure will be performed.
iii. Please list - but do not describe - all procedures that will be performed before animals are transferred to the LFIC and while they are 
in the LFIC:
ii. Will animals remain on your animal protocol or be transferred to the SARRP Facility protocol for the procedure(s)?
iii. Please list all procedures that will be performed in the SARRP Facility. For each procedure, please indicate whether the procedure will be performed according to the applicable ARF SOP (see http://dfciarf.partners.org/Main.aspx) and if not describe how the procedure will be performed. Also, please indicate how frequently the procedure will be performed, the duration over which the procedure will be performed, the maximum number of times the procedure will be performed, and (if applicable) the dose of radiation per fraction and number of fractions.
iii. Please list - but do not describe - all procedures that will be performed before animals are transferred to the SARRP Facility and while the are in the SARRP Facility:
ii. Please describe how the new procedure will be performed. For any procedure that is described in an ARF standard operating procedure (SOP), you can refer to that SOP instead of describing the procedure in detail. When referring to an ARF SOP, please note the following:
 
· By referring to an ARF SOP, the animal protocol PI is certifying that all lab members who perform the procedure will follow that SOP. Lab members must therefore be familiar with the SOP before starting animal work.
· The procedure name and SOP number must be noted. For example: "Tail biopsy (T030)" or "Intravenous injection by tail vein (T002)."
· ARF SOPs can be found on the ARF website: http://dfciarf.partners.org/Main.aspx (click the SOPs button)
 
The following details must be included whether or not you refer to an ARF SOP:
 
· All procedures: Specify how frequently the procedure will be performed and the maximum number of times a single animal will undergo the procedure.
· Injections: Specify the maximum injection volume and anatomical location of the injection.
· Blood collection: Specify the maximum volume of blood collected, frequency of collection, and anatomical location of the blood draw. For guidance on selecting a blood collection method, see SOP T025, "Choosing a Method of Blood Collection in Mice."
· Radiation: Specify the radiation dose and whether radiation will be delivered in a single dose or in a split dose (and the number of fractions if the latter).
· Toe clipping: Review ARF policy P003 and indicate in the description of the procedure how all criteria for toe clipping will be addressed.
iii. Will anesthesia and/or analgesia be used for the procedure?
If Yes, please state the name of the anesthetic and/or analgesic used in the field below. For each agent, list the route, dose, and frequency of administration. For injectable anesthetics (e.g., ketamine/xylazine), specify the maximum injection volume.
iv. Who will perform the new procedure? If ARF Technical Services will perform the procedure, please state this - no additional information is required. Otherwise, please list all lab members who will perform the procedure (and, if applicable, administer anesthesia and/or analgesia for the procedure) and state whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.
iv. Who will perform the new procedure? Please list all lab members who will perform the procedure (and, if applicable, administer anesthesia and/or analgesia for the procedure) and state whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.
v. Is the lab location where this new procedure will be performed already approved on your protocol? (See section J.3.)
If No, please complete Amendment Form D in Smartsheet to add the new lab location to your protocol.
New Procedure 5
 
If Yes, please complete the following fields for the new procedure. Only one new procedure may be described in each set of fields. You can add additional sets of fields by clicking Add Another Non-surgical Procedure at the end of this set of fields.
i. Please check the appropriate box to indicate where the procedure will be performed. If you are adding a procedure to the LFIC, ETx, or SARRP protocol (not transferring animals to one of these protocols), please check "ARF" and complete all fields.
ii. Will animals remain on your animal protocol or be transferred to the LFIC protocol for the procedure(s)?
iii. Please list all procedures that will be performed in the LFIC. For each procedure, please indicate whether the procedure will be performed according to the applicable ARF SOP (see http://dfciarf.partners.org/Main.aspx) and if not describe how the procedure will be performed. Also, please indicate how frequently the procedure will be performed, the duration over which the procedure will be performed, and the maximum number of times the procedure will be performed.
iii. Please list - but do not describe - all procedures that will be performed before animals are transferred to the LFIC and while they are 
in the LFIC:
ii. Will animals remain on your animal protocol or be transferred to the SARRP Facility protocol for the procedure(s)?
iii. Please list all procedures that will be performed in the SARRP Facility. For each procedure, please indicate whether the procedure will be performed according to the applicable ARF SOP (see http://dfciarf.partners.org/Main.aspx) and if not describe how the procedure will be performed. Also, please indicate how frequently the procedure will be performed, the duration over which the procedure will be performed, the maximum number of times the procedure will be performed, and (if applicable) the dose of radiation per fraction and number of fractions.
iii. Please list - but do not describe - all procedures that will be performed before animals are transferred to the SARRP Facility and while the are in the SARRP Facility:
ii. Please describe how the new procedure will be performed. For any procedure that is described in an ARF standard operating procedure (SOP), you can refer to that SOP instead of describing the procedure in detail. When referring to an ARF SOP, please note the following:
 
· By referring to an ARF SOP, the animal protocol PI is certifying that all lab members who perform the procedure will follow that SOP. Lab members must therefore be familiar with the SOP before starting animal work.
· The procedure name and SOP number must be noted. For example: "Tail biopsy (T030)" or "Intravenous injection by tail vein (T002)."
· ARF SOPs can be found on the ARF website: http://dfciarf.partners.org/Main.aspx (click the SOPs button)
 
The following details must be included whether or not you refer to an ARF SOP:
 
· All procedures: Specify how frequently the procedure will be performed and the maximum number of times a single animal will undergo the procedure.
· Injections: Specify the maximum injection volume and anatomical location of the injection.
· Blood collection: Specify the maximum volume of blood collected, frequency of collection, and anatomical location of the blood draw. For guidance on selecting a blood collection method, see SOP T025, "Choosing a Method of Blood Collection in Mice."
· Radiation: Specify the radiation dose and whether radiation will be delivered in a single dose or in a split dose (and the number of fractions if the latter).
· Toe clipping: Review ARF policy P003 and indicate in the description of the procedure how all criteria for toe clipping will be addressed.
iii. Will anesthesia and/or analgesia be used for the procedure?
If Yes, please state the name of the anesthetic and/or analgesic used in the field below. For each agent, list the route, dose, and frequency of administration. For injectable anesthetics (e.g., ketamine/xylazine), specify the maximum injection volume.
iv. Who will perform the new procedure? If ARF Technical Services will perform the procedure, please state this - no additional information is required. Otherwise, please list all lab members who will perform the procedure (and, if applicable, administer anesthesia and/or analgesia for the procedure) and state whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.
iv. Who will perform the new procedure? Please list all lab members who will perform the procedure (and, if applicable, administer anesthesia and/or analgesia for the procedure) and state whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.
v. Is the lab location where this new procedure will be performed already approved on your protocol? (See section J.3.)
If No, please complete Amendment Form D in Smartsheet to add the new lab location to your protocol.
New Procedure 6
 
If Yes, please complete the following fields for the new procedure. Only one new procedure may be described in each set of fields. You can add additional sets of fields by clicking Add Another Non-surgical Procedure at the end of this set of fields.
i. Please check the appropriate box to indicate where the procedure will be performed. If you are adding a procedure to the LFIC, ETx, or SARRP protocol (not transferring animals to one of these protocols), please check "ARF" and complete all fields.
ii. Will animals remain on your animal protocol or be transferred to the LFIC protocol for the procedure(s)?
iii. Please list all procedures that will be performed in the LFIC. For each procedure, please indicate whether the procedure will be performed according to the applicable ARF SOP (see http://dfciarf.partners.org/Main.aspx) and if not describe how the procedure will be performed. Also, please indicate how frequently the procedure will be performed, the duration over which the procedure will be performed, and the maximum number of times the procedure will be performed.
iii. Please list - but do not describe - all procedures that will be performed before animals are transferred to the LFIC and while they are 
in the LFIC:
ii. Will animals remain on your animal protocol or be transferred to the SARRP Facility protocol for the procedure(s)?
iii. Please list all procedures that will be performed in the SARRP Facility. For each procedure, please indicate whether the procedure will be performed according to the applicable ARF SOP (see http://dfciarf.partners.org/Main.aspx) and if not describe how the procedure will be performed. Also, please indicate how frequently the procedure will be performed, the duration over which the procedure will be performed, the maximum number of times the procedure will be performed, and (if applicable) the dose of radiation per fraction and number of fractions.
iii. Please list - but do not describe - all procedures that will be performed before animals are transferred to the SARRP Facility and while the are in the SARRP Facility:
ii. Please describe how the new procedure will be performed. For any procedure that is described in an ARF standard operating procedure (SOP), you can refer to that SOP instead of describing the procedure in detail. When referring to an ARF SOP, please note the following:
 
· By referring to an ARF SOP, the animal protocol PI is certifying that all lab members who perform the procedure will follow that SOP. Lab members must therefore be familiar with the SOP before starting animal work.
· The procedure name and SOP number must be noted. For example: "Tail biopsy (T030)" or "Intravenous injection by tail vein (T002)."
· ARF SOPs can be found on the ARF website: http://dfciarf.partners.org/Main.aspx (click the SOPs button)
 
The following details must be included whether or not you refer to an ARF SOP:
 
· All procedures: Specify how frequently the procedure will be performed and the maximum number of times a single animal will undergo the procedure.
· Injections: Specify the maximum injection volume and anatomical location of the injection.
· Blood collection: Specify the maximum volume of blood collected, frequency of collection, and anatomical location of the blood draw. For guidance on selecting a blood collection method, see SOP T025, "Choosing a Method of Blood Collection in Mice."
· Radiation: Specify the radiation dose and whether radiation will be delivered in a single dose or in a split dose (and the number of fractions if the latter).
· Toe clipping: Review ARF policy P003 and indicate in the description of the procedure how all criteria for toe clipping will be addressed.
iii. Will anesthesia and/or analgesia be used for the procedure?
If Yes, please state the name of the anesthetic and/or analgesic used in the field below. For each agent, list the route, dose, and frequency of administration. For injectable anesthetics (e.g., ketamine/xylazine), specify the maximum injection volume.
iv. Who will perform the new procedure? If ARF Technical Services will perform the procedure, please state this - no additional information is required. Otherwise, please list all lab members who will perform the procedure (and, if applicable, administer anesthesia and/or analgesia for the procedure) and state whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.
iv. Who will perform the new procedure? Please list all lab members who will perform the procedure (and, if applicable, administer anesthesia and/or analgesia for the procedure) and state whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.
v. Is the lab location where this new procedure will be performed already approved on your protocol? (See section J.3.)
If No, please complete Amendment Form D in Smartsheet to add the new lab location to your protocol.
To add more than six new procedures in this amendment, please answer all applicable questions in fields above in a Word document for each additional procedure you want to add. Upload the Word document to Smartsheet when you upload this amendment form.
b. Will this amendment change a previously approved non-surgical procedure?
Change Procedure 1
If Yes, please describe how the approved non-surgical procedure will change, including any changes in route, frequency, maximum number of times procedure is performed on a single animal, maximum injection volume, or maximum blood collection volume.
Change Procedure 2
If Yes, please describe how the approved non-surgical procedure will change, including any changes in route, frequency, maximum number of times procedure is performed on a single animal, maximum injection volume, or maximum blood collection volume.
Change Procedure 3
If Yes, please describe how the approved non-surgical procedure will change, including any changes in route, frequency, maximum number of times procedure is performed on a single animal, maximum injection volume, or maximum blood collection volume.
Change Procedure 4
If Yes, please describe how the approved non-surgical procedure will change, including any changes in route, frequency, maximum number of times procedure is performed on a single animal, maximum injection volume, or maximum blood collection volume.
Change Procedure 5
If Yes, please describe how the approved non-surgical procedure will change, including any changes in route, frequency, maximum number of times procedure is performed on a single animal, maximum injection volume, or maximum blood collection volume.
Change Procedure 6
If Yes, please describe how the approved non-surgical procedure will change, including any changes in route, frequency, maximum number of times procedure is performed on a single animal, maximum injection volume, or maximum blood collection volume.
To change more than six procedures in this amendment, please describe additional changes in a Word document.
Upload the Word document to Smartsheet when you upload this amendment form.
5. Surgery
 
Use this section to add or change surgical procedures. Please see the following for additional guidance. Mouseover this field for examples of surgical procedures.
 
· The USDA Pain/Distress Category for each new surgical procedure or change in approved surgical procedure where there is an increase in pain and/or distress must be recorded in section 14.
· A literature search for alternatives must be conducted in section 15 for each new surgical procedure. In addition, a literature search must be conducted in section 15 for a change to an approved surgical procedure where there will now be unalleviated pain and/or distress (USDA Pain/Distress Category E).
· Do not add or change non-surgical procedures in this section. Non-surgical procedures can be added or changed in section 4.
· Do not describe changes in procedures performed at off-site animal facilities, experimental agents, anesthetics (for prior-approved procedures), analgesics (for prior-approved procedures), experimental design, or endpoints in this section. These are addressed in later sections of this form.
Surgical procedures include, but are not limited to:Mammary fat pad injection (with cut-down)Stereotactic intracranial injectionSplenectomyOvariectomy
a. Will this amendment add new surgeries?
New Surgery 1
If Yes, please address the following for each new surgery. Only one new surgery may be described in each set of fields.
You can add additional sets of fields by clicking Add Another Surgical Procedure at the end of this set of fields.
 
Reminder: A literature search must be conducted in section 15 for each new surgery.
i. Please indicate where the surgery will be performed. Write "ARF" for surgeries performed in the ARF. Provide building and room number for surgeries performed in the lab. Note that only non-survival surgeries may be performed outside of the ARF.
ii. Does this amendment involve multiple survival surgical procedures on a single animal?According to the Guide for the Care and Use of Laboratory Animals: Multiple survival surgical procedures on a single animal are acceptable only if they are 1) included in and essential components of a single research protocol, 2) scientifically justified by the investigator, or 3) necessary for veterinary reasons.Cost savings alone is not an adequate reason for performing multiple survival surgical procedures.
If Yes, please provide scientific justification for conducting multiple survival surgical procedures on the animals in your protocol. Please also state the time frame (hours, days, weeks, etc.) between surgeries. 
iii. Will the new surgical procedure be minor or major?The Guide states: A major survival surgery penetrates and exposes a body cavity, produces substantial impairment of physical or physiological functions, or involves extensive tissue dissection or transaction. Examples of a major survival surgery are: laparotomy, thoracotomy, craniotomy, etc.
The Guide states: A minor survival surgery does not expose a body cavity or causes little or no physical impairment. Examples of a minor survival surgery are: implanting subcutaneous tumor fragments, subcutaneous pump implants, mammary fat pad implants, etc.
iv. Will the new surgical procedure be survival or non-survival?Survival surgeries are those where animals recover from anesthesia. Non-survival means animals are euthanized while still anesthetized for the surgery.
v. Will aseptic technique be used for the new surgery and will SOP T011, “Aseptic Surgery in Rodents,” be followed?Survival surgery for rodents requires aseptic technique, which includes:• Removal of fur via shaving or use of a depilatory agent around the area of incision• Scrubbing the surgical site with a surgical scrub (povidone iodine or chlorhexidine) alternating with 70 percent alcohol (repeated three times)• Use of sterile gloves (not laboratory gloves) by the surgeon• Use of disposable lab coat or jumpsuit (facility requirement)• Surgical cap (optional, except in designated animal rooms)• Surgical or N95 mask (optional, except in designated animal rooms)• Autoclaved instrumentation (alcohol is not considered a sterilant)• If the same instruments are to be used on multiple animals, instruments must be sterilized between animals using a bead sterilizer• Use of a chemical or gas sterilant for items that cannot be autoclaved• Aseptic technique outlined above is also recommended for non-survival surgeries
If you will not follow the provisions for aseptic surgery described above and in SOP T011, please explain and justify performing the new surgery without aseptic technique. Please note that the IACUC requires that aseptic technique be used for all survival surgeries.
vi. Please indicate which of the following forms of intra-operative care and/or physical support will be utilized during surgery. (Check all that apply.)
vii. Please indicate which anesthetic will be administered for the new surgery. See SOP T005, “Anesthesia and Analgesia in Laboratory Rodents,” for guidance on anesthesia. For further guidance, you can also contact the Attending Veterinarian, Barbara Smith, DVM (617-632-4146, barbara_smith1@dfci.harvard.edu).
viii. Please indicate which of the following forms of intra-operative monitoring will be utilized. (Check all that apply.)
ix. Please indicate which of the following methods will be used to monitor the level of anesthesia during surgery.
x. Please describe the new surgical procedure in detail. Include the surgical approach (e.g., where incision is made) and closure method (e.g., sutures, wound clips).For any surgical procedure that is described in an ARF standard operating procedure (SOP), you can refer to that SOP instead of describing the procedure in detail. When referring to an ARF SOP, please note the following:• By referring to an ARF SOP, the PI is certifying that all lab members who perform the surgical procedure will follow that SOP. Lab members must therefore be familiar with the SOP before starting animal work.• The surgical procedure name and SOP number must be noted. For example: “Mammary fat pad injection (T052).”• For injections that involve surgery, specify the maximum injection volume.• ARF SOPs can be found on the ARF website (http://dfciarf.partners.org/Main.aspx)
xi. Who will perform the new surgical procedure? If ARF Technical Services will perform the surgical procedure, please state this – no additional information is required. Otherwise, please list all lab members who will perform the procedure and indicate whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.Be advised: All lab members who will perform and/or assist with the surgical procedure must complete the online rodent surgery training in HealthStream before performing and/or training on any surgery.
xii. Will post-operative care for survival surgery include the following?

The following monitoring will occur during the immediate postoperative period (please check all that apply):
The following monitoring will occur for the first three days post-surgery. (Note that certain surgeries may require extended monitoring periods.) Please check all that apply:
xiii. Will post-operative care include analgesia?
If No, unless scientifically justified, you are obligated to routinely provide post-operative pain relief for all vertebrate animals undergoing survival surgery. Provide scientific justification as to why analgesia cannot be used.
If Yes, please complete the following.
xiv. Who will provide post-operative care? If ARF Technical Services will provide care, please state this – no additional information is required. Otherwise, please list all lab members who will provide post-operative care. For any lab members who will administer analgesics or local anesthetics for analgesia, please indicate whether each lab member is proficient with or needs training on use of these agents. For lab members who need training, state who will train them.Be advised: All lab members who will perform and/or assist with the surgical procedure must complete the online rodent surgery training in HealthStream before performing and/or training on any surgery.
New Surgery 2
If Yes, please address the following for each new surgery. Only one new surgery may be described in each set of fields.
You can add additional sets of fields by clicking Add Another Surgical Procedure at the end of this set of fields.
 
Reminder: A literature search must be conducted in section 15 for each new surgery.
i. Please indicate where the surgery will be performed. Write "ARF" for surgeries performed in the ARF. Provide building and room number for surgeries performed in the lab. Note that only non-survival surgeries may be performed outside of the ARF.
ii. Does this amendment involve multiple survival surgical procedures on a single animal?According to the Guide for the Care and Use of Laboratory Animals: Multiple survival surgical procedures on a single animal are acceptable only if they are 1) included in and essential components of a single research protocol, 2) scientifically justified by the investigator, or 3) necessary for veterinary reasons.Cost savings alone is not an adequate reason for performing multiple survival surgical procedures.
If Yes, please provide scientific justification for conducting multiple survival surgical procedures on the animals in your protocol. Please also state the time frame (hours, days, weeks, etc.) between surgeries. 
iii. Will the new surgical procedure be minor or major?The Guide states: A major survival surgery penetrates and exposes a body cavity, produces substantial impairment of physical or physiological functions, or involves extensive tissue dissection or transaction. Examples of a major survival surgery are: laparotomy, thoracotomy, craniotomy, etc.
The Guide states: A minor survival surgery does not expose a body cavity or causes little or no physical impairment. Examples of a minor survival surgery are: implanting subcutaneous tumor fragments, subcutaneous pump implants, mammary fat pad implants, etc.
iv. Will the new surgical procedure be survival or non-survival?Survival surgeries are those where animals recover from anesthesia. Non-survival means animals are euthanized while still anesthetized for the surgery.
v. Will aseptic technique be used for the new surgery and will SOP T011, “Aseptic Surgery in Rodents,” be followed?Survival surgery for rodents requires aseptic technique, which includes:• Removal of fur via shaving or use of a depilatory agent around the area of incision• Scrubbing the surgical site with a surgical scrub (povidone iodine or chlorhexidine) alternating with 70 percent alcohol (repeated three times)• Use of sterile gloves (not laboratory gloves) by the surgeon• Use of disposable lab coat or jumpsuit (facility requirement)• Surgical cap (optional, except in designated animal rooms)• Surgical or N95 mask (optional, except in designated animal rooms)• Autoclaved instrumentation (alcohol is not considered a sterilant)• If the same instruments are to be used on multiple animals, instruments must be sterilized between animals using a bead sterilizer• Use of a chemical or gas sterilant for items that cannot be autoclaved• Aseptic technique outlined above is also recommended for non-survival surgeries
If you will not follow the provisions for aseptic surgery described above and in SOP T011, please explain and justify performing the new surgery without aseptic technique. Please note that the IACUC requires that aseptic technique be used for all survival surgeries.
vi. Please indicate which of the following forms of intra-operative care and/or physical support will be utilized during surgery. (Check all that apply.)
vii. Please indicate which anesthetic will be administered for the new surgery. See SOP T005, “Anesthesia and Analgesia in Laboratory Rodents,” for guidance on anesthesia. For further guidance, you can also contact the Attending Veterinarian, Barbara Smith, DVM (617-632-4146, barbara_smith1@dfci.harvard.edu).
viii. Please indicate which of the following forms of intra-operative monitoring will be utilized. (Check all that apply.)
ix. Please indicate which of the following methods will be used to monitor the level of anesthesia during surgery.
x. Please describe the new surgical procedure in detail. Include the surgical approach (e.g., where incision is made) and closure method (e.g., sutures, wound clips).For any surgical procedure that is described in an ARF standard operating procedure (SOP), you can refer to that SOP instead of describing the procedure in detail. When referring to an ARF SOP, please note the following:• By referring to an ARF SOP, the PI is certifying that all lab members who perform the surgical procedure will follow that SOP. Lab members must therefore be familiar with the SOP before starting animal work.• The surgical procedure name and SOP number must be noted. For example: “Mammary fat pad injection (T052).”• For injections that involve surgery, specify the maximum injection volume.• ARF SOPs can be found on the ARF website (http://dfciarf.partners.org/Main.aspx)
xi. Who will perform the new surgical procedure? If ARF Technical Services will perform the surgical procedure, please state this – no additional information is required. Otherwise, please list all lab members who will perform the procedure and indicate whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.Be advised: All lab members who will perform and/or assist with the surgical procedure must complete the online rodent surgery training in HealthStream before performing and/or training on any surgery.
xii. Will post-operative care for survival surgery include the following?

The following monitoring will occur during the immediate postoperative period (please check all that apply):
The following monitoring will occur for the first three days post-surgery. (Note that certain surgeries may require extended monitoring periods.) Please check all that apply:
xiii. Will post-operative care include analgesia?
If No, unless scientifically justified, you are obligated to routinely provide post-operative pain relief for all vertebrate animals undergoing survival surgery. Provide scientific justification as to why analgesia cannot be used.
If Yes, please complete the following.
xiv. Who will provide post-operative care? If ARF Technical Services will provide care, please state this – no additional information is required. Otherwise, please list all lab members who will provide post-operative care. For any lab members who will administer analgesics or local anesthetics for analgesia, please indicate whether each lab member is proficient with or needs training on use of these agents. For lab members who need training, state who will train them.Be advised: All lab members who will perform and/or assist with the surgical procedure must complete the online rodent surgery training in HealthStream before performing and/or training on any surgery.
New Surgery 3
If Yes, please address the following for each new surgery. Only one new surgery may be described in each set of fields.
You can add additional sets of fields by clicking Add Another Surgical Procedure at the end of this set of fields.
 
Reminder: A literature search must be conducted in section 15 for each new surgery.
i. Please indicate where the surgery will be performed. Write "ARF" for surgeries performed in the ARF. Provide building and room number for surgeries performed in the lab. Note that only non-survival surgeries may be performed outside of the ARF.
ii. Does this amendment involve multiple survival surgical procedures on a single animal?According to the Guide for the Care and Use of Laboratory Animals: Multiple survival surgical procedures on a single animal are acceptable only if they are 1) included in and essential components of a single research protocol, 2) scientifically justified by the investigator, or 3) necessary for veterinary reasons.Cost savings alone is not an adequate reason for performing multiple survival surgical procedures.
If Yes, please provide scientific justification for conducting multiple survival surgical procedures on the animals in your protocol. Please also state the time frame (hours, days, weeks, etc.) between surgeries. 
iii. Will the new surgical procedure be minor or major?The Guide states: A major survival surgery penetrates and exposes a body cavity, produces substantial impairment of physical or physiological functions, or involves extensive tissue dissection or transaction. Examples of a major survival surgery are: laparotomy, thoracotomy, craniotomy, etc.
The Guide states: A minor survival surgery does not expose a body cavity or causes little or no physical impairment. Examples of a minor survival surgery are: implanting subcutaneous tumor fragments, subcutaneous pump implants, mammary fat pad implants, etc.
iv. Will the new surgical procedure be survival or non-survival?Survival surgeries are those where animals recover from anesthesia. Non-survival means animals are euthanized while still anesthetized for the surgery.
v. Will aseptic technique be used for the new surgery and will SOP T011, “Aseptic Surgery in Rodents,” be followed?Survival surgery for rodents requires aseptic technique, which includes:• Removal of fur via shaving or use of a depilatory agent around the area of incision• Scrubbing the surgical site with a surgical scrub (povidone iodine or chlorhexidine) alternating with 70 percent alcohol (repeated three times)• Use of sterile gloves (not laboratory gloves) by the surgeon• Use of disposable lab coat or jumpsuit (facility requirement)• Surgical cap (optional, except in designated animal rooms)• Surgical or N95 mask (optional, except in designated animal rooms)• Autoclaved instrumentation (alcohol is not considered a sterilant)• If the same instruments are to be used on multiple animals, instruments must be sterilized between animals using a bead sterilizer• Use of a chemical or gas sterilant for items that cannot be autoclaved• Aseptic technique outlined above is also recommended for non-survival surgeries
If you will not follow the provisions for aseptic surgery described above and in SOP T011, please explain and justify performing the new surgery without aseptic technique. Please note that the IACUC requires that aseptic technique be used for all survival surgeries.
vi. Please indicate which of the following forms of intra-operative care and/or physical support will be utilized during surgery. (Check all that apply.)
vii. Please indicate which anesthetic will be administered for the new surgery. See SOP T005, “Anesthesia and Analgesia in Laboratory Rodents,” for guidance on anesthesia. For further guidance, you can also contact the Attending Veterinarian, Barbara Smith, DVM (617-632-4146, barbara_smith1@dfci.harvard.edu).
viii. Please indicate which of the following forms of intra-operative monitoring will be utilized. (Check all that apply.)
ix. Please indicate which of the following methods will be used to monitor the level of anesthesia during surgery.
x. Please describe the new surgical procedure in detail. Include the surgical approach (e.g., where incision is made) and closure method (e.g., sutures, wound clips).For any surgical procedure that is described in an ARF standard operating procedure (SOP), you can refer to that SOP instead of describing the procedure in detail. When referring to an ARF SOP, please note the following:• By referring to an ARF SOP, the PI is certifying that all lab members who perform the surgical procedure will follow that SOP. Lab members must therefore be familiar with the SOP before starting animal work.• The surgical procedure name and SOP number must be noted. For example: “Mammary fat pad injection (T052).”• For injections that involve surgery, specify the maximum injection volume.• ARF SOPs can be found on the ARF website (http://dfciarf.partners.org/Main.aspx)
xi. Who will perform the new surgical procedure? If ARF Technical Services will perform the surgical procedure, please state this – no additional information is required. Otherwise, please list all lab members who will perform the procedure and indicate whether each lab member is proficient with or needs training on the procedure. For lab members who need training, state who will train them.Be advised: All lab members who will perform and/or assist with the surgical procedure must complete the online rodent surgery training in HealthStream before performing and/or training on any surgery.
xii. Will post-operative care for survival surgery include the following?

The following monitoring will occur during the immediate postoperative period (please check all that apply):
The following monitoring will occur for the first three days post-surgery. (Note that certain surgeries may require extended monitoring periods.) Please check all that apply:
xiii. Will post-operative care include analgesia?
If No, unless scientifically justified, you are obligated to routinely provide post-operative pain relief for all vertebrate animals undergoing survival surgery. Provide scientific justification as to why analgesia cannot be used.
If Yes, please complete the following.
xiv. Who will provide post-operative care? If ARF Technical Services will provide care, please state this – no additional information is required. Otherwise, please list all lab members who will provide post-operative care. For any lab members who will administer analgesics or local anesthetics for analgesia, please indicate whether each lab member is proficient with or needs training on the use of these agents. For lab members who need training, state who will train them.Be advised: All lab members who will perform and/or assist with the surgical procedure must complete the online rodent surgery training in HealthStream before performing and/or training on any surgery.
To add more than three surgical procedures in this amendment, please answer all applicable questions in fields above in a Word document for each additional surgical procedure you want to add.
Upload the Word document to Smartsheet when you upload this amendment form.
b. Will this amendment change approved surgeries?
Change Surgery 1
i. If Yes, please describe how the approved surgery will change, including any changes in room location for surgery, surgical procedure, moving from non-survival surgery to survival surgery or vice-versa, pre-operative preparation and use of aseptic technique, anesthetics, analgesics, intra-operative monitoring, and post-operative monitoring.A literature search must be conducted in section 15 for any change to an approved surgical procedure where there will now be unalleviated pain and/or distress (as opposed to pain and/or distress alleviated with appropriate anesthetics, tranquilizers, or analgesics).
ii. Does the change involve multiple survival surgical procedures? Mouseover this field for examples.According to the Guide for the Care and Use of Laboratory Animals: Multiple survival surgical procedures on a single animal are acceptable only if they are 1) included in and essential components of a single research protocol, 2) scientifically justified by the investigator, or 3) necessary for veterinary reasons.Cost savings alone is not an adequate reason for performing multiple major survival surgical procedures.
Changes that involve multiple surgical procedures include, but are not necessarily limited to:1. Moving from performing an approved surgery once to performing the same surgery multiple times on a single animal2. Moving from performing two or more approved surgeries on different animals to performing two or more approved surgeries on a single animal
If Yes, please provide scientific justification for the change in multiple survival surgical procedures and for conducting multiple survival surgical procedures on the animals in your protocol. Please also state the time frame between surgeries.
Change Surgery 2
i. If Yes, please describe how the approved surgery will change, including any changes in room location for surgery, surgical procedure, moving from non-survival surgery to survival surgery or vice-versa, pre-operative preparation and use of aseptic technique, anesthetics, analgesics, intra-operative monitoring, and post-operative monitoring.A literature search must be conducted in section 15 for any change to an approved surgical procedure where there will now be unalleviated pain and/or distress (as opposed to pain and/or distress alleviated with appropriate anesthetics, tranquilizers, or analgesics).
ii. Does the change involve multiple survival surgical procedures? Mouseover this field for examples.According to the Guide for the Care and Use of Laboratory Animals: Multiple survival surgical procedures on a single animal are acceptable only if they are 1) included in and essential components of a single research protocol, 2) scientifically justified by the investigator, or 3) necessary for veterinary reasons.Cost savings alone is not an adequate reason for performing multiple major survival surgical procedures.
Changes that involve multiple surgical procedures include, but are not necessarily limited to:1. Moving from performing an approved surgery once to performing the same surgery multiple times on a single animal2. Moving from performing two or more approved surgeries on different animals to performing two or more approved surgeries on a single animal
If Yes, please provide scientific justification for the change in multiple survival surgical procedures and for conducting multiple survival surgical procedures on the animals in your protocol. Please also state the time frame between surgeries.
Change Surgery 3
i. If Yes, please describe how the approved surgery will change, including any changes in room location for surgery, surgical procedure, moving from non-survival surgery to survival surgery or vice-versa, pre-operative preparation and use of aseptic technique, anesthetics, analgesics, intra-operative monitoring, and post-operative monitoring.A literature search must be conducted in section 15 for any change to an approved surgical procedure where there will now be unalleviated pain and/or distress (as opposed to pain and/or distress alleviated with appropriate anesthetics, tranquilizers, or analgesics).
ii. Does the change involve multiple survival surgical procedures? Mouseover this field for examples.According to the Guide for the Care and Use of Laboratory Animals: Multiple survival surgical procedures on a single animal are acceptable only if they are 1) included in and essential components of a single research protocol, 2) scientifically justified by the investigator, or 3) necessary for veterinary reasons.Cost savings alone is not an adequate reason for performing multiple major survival surgical procedures.
Changes that involve multiple surgical procedures include, but are not necessarily limited to:1. Moving from performing an approved surgery once to performing the same surgery multiple times on a single animal2. Moving from performing two or more approved surgeries on different animals to performing two or more approved surgeries on a single animal
If Yes, please provide scientific justification for the change in multiple survival surgical procedures and for conducting multiple survival surgical procedures on the animals in your protocol. Please also state the time frame between surgeries.
To change more than three surgical procedures in this amendment, please answer all questions in fields above in a Word document for each additional surgical procedure you want to change.
Upload the Word document to Smartsheet when you upload this amendment form.
6. Anesthetics and Analgesics
 
Use this section to add or change anesthetics and/or analgesics. This section must be completed even if you described anesthesia/analgesics in section 5 above.
a. Will this amendment add new anesthetics or analgesics?
New Anesthetic/Analgesic 1
If Yes and the new anesthetic regimen and/or analgesic regimen is not specified in an earlier section of this form, please complete the following fields.
Who will administer the new anesthetic/analgesic? If ARF Technical Services will handle administration, please state this – no additional information is required. Otherwise, please list all lab members who will handle administration and indicate whether each lab member is proficient with or needs training on the use of the anesthetic/analgesic. For lab members who need training, state who will train them.
Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check the appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed or check “Other” to provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, or storage standards cannot be followed.
How long after preparation will the solution expire?
New Anesthetic/Analgesic 2
If Yes and the new anesthetic regimen and/or analgesic regimen is not specified in an earlier section of this form, please complete the following fields.
Who will administer the new anesthetic/analgesic? If ARF Technical Services will handle administration, please state this – no additional information is required. Otherwise, please list all lab members who will handle administration and indicate whether each lab member is proficient with or needs training on the use of the anesthetic/analgesic. For lab members who need training, state who will train them.
Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check the appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed or check “Other” to provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, or storage standards cannot be followed.
How long after preparation will the solution expire?
New Anesthetic/Analgesic 3
If Yes and the new anesthetic regimen and/or analgesic regimen is not specified in an earlier section of this form, please complete the following fields.
Who will administer the new anesthetic/analgesic? If ARF Technical Services will handle administration, please state this – no additional information is required. Otherwise, please list all lab members who will handle administration and indicate whether each lab member is proficient with or needs training on the use of the anesthetic/analgesic. For lab members who need training, state who will train them.
Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check the appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed or check “Other” to provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, or storage standards cannot be followed.
How long after preparation will the solution expire?
New Anesthetic/Analgesic 4
If Yes and the new anesthetic regimen and/or analgesic regimen is not specified in an earlier section of this form, please complete the following fields.
Who will administer the new anesthetic/analgesic? If ARF Technical Services will handle administration, please state this – no additional information is required. Otherwise, please list all lab members who will handle administration and indicate whether each lab member is proficient with or needs training on the use of the anesthetic/analgesic. For lab members who need training, state who will train them.
Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check the appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed or check “Other” to provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, or storage standards cannot be followed.
How long after preparation will the solution expire?
To add more than four anesthetics/analgesics in this amendment, please answer all questions in fields above in a Word document for each additional anesthetic/analgesic you want to add.
Upload the Word document to Smartsheet when you upload this amendment form.
b. Will this amendment change use of approved anesthetics or analgesics?
Change Anesthetic/Analgesic 1
If Yes, please describe how use of approved anesthetics or analgesics will change, including substitution of an approved agent for a new agent (new agent should be described in 6.a above) and including any change in route, dose, volume, frequency, or duration of administration.
Change Anesthetic/Analgesic 2
If Yes, please describe how use of approved anesthetics or analgesics will change, including substitution of an approved agent for a new agent (new agent should be described in 6.a above) and including any change in route, dose, volume, frequency, or duration of administration.
Change Anesthetic/Analgesic 3
If Yes, please describe how use of approved anesthetics or analgesics will change, including substitution of an approved agent for a new agent (new agent should be described in 6.a above) and including any change in route, dose, volume, frequency, or duration of administration.
To change more than three anesthetics/analgesics in this amendment, please answer all questions in fields above in a Word document for each additional anesthetic/analgesic you want to change.
Upload the Word document to Smartsheet when you upload this amendment form.
7. Experimental Substances (mouseover this field for examples)Use this section to add or change experimental substances. Please see the following for related guidance. Mouseover this field for examples of experimental substances.
 
• The USDA Pain Category for each new experimental substance or change in approved experimental substance where there is an increase in pain and/or distress must be recorded in section 14.• A literature search must be conducted in section 15 for each new experimental substance or change to an approved experimental substance where there will be pain and/or distress that will be alleviated with appropriate anesthetics, tranquilizers, or analgesics or will be unalleviated pain and/or distress.• If any new experimental substances will be administered using a new procedure/technique, that technique must be recorded in section 4 or section 5 above.
Experimental agents include, but are not necessarily limited to:DrugsCompoundsAntibodiesSpecial dietsCells/cell linesTissues/tissue fragmentsRecombinant DNAInfectious, pathogenic agents
a. Will this amendment add new experimental substances (e.g., drugs, antibodies, other experimental compounds, cells, cell lines, tissue fragments, diets, recombinant DNA, infectious agents)?
New Experimental Substance 1
i. Please complete the following.
Details of Administration for New Drug, Compound, or Antibody
Details of Administration for New Diet
Details for Implantation of New Cells/Cell Line
Details for Implantation of New Tissue Fragment
Details of Administration for New Recombinant DNA or Infectious Agent
Please describe how the agent is administered to animals, including (as applicable):
 · route
 · dose
 · volume
 · frequency
 · duration
 · # of animals that will receive new agent
Diphtheria Toxin (DTX) Clearance
 
Please list all lab members who will work with DTX in the field below. All lab members working with DTX in live animals must be cleared by DFCI Occupational Health Services (OHS). Contact OHS to obtain medical clearance to work with DTX.
 
In addition, all lab members must read and sign policy P038, "Use of Diphtheria Toxin in Mice." Please upload  a signed copy of the policy to Smartsheet with this amendment form.
Important - Please Read!
 
Please submit a Chemical Safety Form each new drug or compound that is not categorized on the Hazardous Chemical Chart OR is categorized in Class 1 or higher on this chart. A Chemical Safety Form is not required for new antibodies unless they are conjugated to drugs/compounds not categorized on the Hazardous Chemical Chart OR categorized in Class 1 or higher on the chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
Important - Please Read!
 
For drugs embedded in diet, please submit a Chemical Safety Form for each new drug or compound that is not categorized on the Hazardous Chemical Chart or is categorized in Class 1 or higher on this chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
ii. Do you expect any adverse effects from administering this substance?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ii. Do you expect any adverse effects from administering this diet?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
iii. Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check all appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed OR check “Other” and provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, and/or storage standards cannot be followed.
iii. Will the cells/cell line/tissue fragment be tested for rodent pathogens, Corynebacterium bovis, and mycoplasma prior to use in live animals?
If No, please provide justification for not testing the cells/cell line/tissue fragment. Testing for rodent pathogens and Mycoplasma spp. is required under ARF policy P005.
iv. Were the cells/was the cell line or tissue fragment modified with recombinant DNA (e.g., transfected, transduced) or will they be modified prior to use in live animals?
If Yes, please state the approved BCC registration number that will cover this work. If work was done outside DFCI, please state the lab responsible for modifying the cell/cell line/tissue.
Also, please briefly describe how the cell/cell line/tissue was modified, including method/vector.
v. Are the cells or is the cell line/tissue human-origin?
If Yes, please provide the number of the BCC registration that covers use of human materials in animals.
vi. Will the cells or cell line or tissue be obtained directly from patients?
If Yes, please list all strains that will receive the cells/tissues.
If severely immunocompromised mice (e.g., SCID, NSG, or similar) will receive the cells/tissues, they must be housed at ABSL2-N conditions.
 
Please check below to confirm severely immunocompromised mice implanted with these cells/tissues will be housed at ABSL2-N conditions as described in SOP BL008.
vii. Will the cells or cell line be used as a treatment or therapeutic?
 
viii. Do you expect any adverse effects from administering the cells/cell line?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ix. If the cells/cell line has not been used in live animals as a treatment or therapeutic, please describe the following:
 · what clinical signs of potential adverse effects you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress if signs of adverse effects are observed
 · see SOP T006 for information on monitoring and endpoints
New Experimental Substance 2
i. Please complete the following.
Details of Administration for New Drug, Compound, or Antibody
Details of Administration for New Diet
Details for Implantation of New Cells/Cell Line
Details for Implantation of New Tissue Fragment
Details of Administration for New Recombinant DNA or Infectious Agent
Please describe how the agent is administered to animals, including (as applicable):
 · route
 · dose
 · volume
 · frequency
 · duration
 · # of animals that will receive new agent
Diphtheria Toxin (DTX) Clearance
 
Please list all lab members who will work with DTX in the field below. All lab members working with DTX in live animals must be cleared by DFCI Occupational Health Services (OHS). Contact OHS to obtain medical clearance to work with DTX.
 
In addition, all lab members must read and sign policy P038, "Use of Diphtheria Toxin in Mice." Please upload  a signed copy of the policy to Smartsheet with this amendment form.
Important - Please Read!
 
Please submit a Chemical Safety Form each new drug or compound that is not categorized on the Hazardous Chemical Chart OR is categorized in Class 1 or higher on this chart. A Chemical Safety Form is not required for new antibodies unless they are conjugated to drugs/compounds not categorized on the Hazardous Chemical Chart OR categorized in Class 1 or higher on the chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
Important - Please Read!
 
For drugs embedded in diet, please submit a Chemical Safety Form for each new drug or compound that is not categorized on the Hazardous Chemical Chart or is categorized in Class 1 or higher on this chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
ii. Do you expect any adverse effects from administering this substance?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ii. Do you expect any adverse effects from administering this diet?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
iii. Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check all appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed OR check “Other” and provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, and/or storage standards cannot be followed.
iii. Will the cells/cell line/tissue fragment be tested for rodent pathogens, Corynebacterium bovis, and mycoplasma prior to use in live animals?
If No, please provide justification for not testing the cells/cell line/tissue fragment. Testing for rodent pathogens and Mycoplasma spp. is required under ARF policy P005.
iv. Were the cells/was the cell line or tissue fragment modified with recombinant DNA (e.g., transfected, transduced) or will they be modified prior to use in live animals?
If Yes, please state the approved BCC registration number that will cover this work. If work was done outside DFCI, please state the lab responsible for modifying the cell/cell line/tissue.
Also, please briefly describe how the cell/cell line/tissue was modified, including method/vector.
v. Are the cells or is the cell line/tissue human-origin?
If Yes, please provide the number of the BCC registration that covers use of human materials in animals.
vi. Will the cells or cell line or tissue be obtained directly from patients?
If Yes, please list all strains that will receive the cells/tissues.
If severely immunocompromised mice (e.g., SCID, NSG, or similar) will receive the cells/tissues, they must be housed at ABSL2-N conditions.
 
Please check below to confirm severely immunocompromised mice implanted with these cells/tissues will be housed at ABSL2-N conditions as described in SOP BL008.
vii. Will the cells or cell line be used as a treatment or therapeutic?
 
viii. Do you expect any adverse effects from administering the cells/cell line?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ix. If the cells/cell line has not been used in live animals as a treatment or therapeutic, please describe the following:
 · what clinical signs of potential adverse effects you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress if signs of adverse effects are observed
 · see SOP T006 for information on monitoring and endpoints
New Experimental Substance 3
i. Please complete the following.
Details of Administration for New Drug, Compound, or Antibody
Details of Administration for New Diet
Details for Implantation of New Cells/Cell Line
Details for Implantation of New Tissue Fragment
Details of Administration for New Recombinant DNA or Infectious Agent
Please describe how the agent is administered to animals, including (as applicable):
 · route
 · dose
 · volume
 · frequency
 · duration
 · # of animals that will receive new agent
Diphtheria Toxin (DTX) Clearance
 
Please list all lab members who will work with DTX in the field below. All lab members working with DTX in live animals must be cleared by DFCI Occupational Health Services (OHS). Contact OHS to obtain medical clearance to work with DTX.
 
In addition, all lab members must read and sign policy P038, "Use of Diphtheria Toxin in Mice." Please upload  a signed copy of the policy to Smartsheet with this amendment form.
Important - Please Read!
 
Please submit a Chemical Safety Form each new drug or compound that is not categorized on the Hazardous Chemical Chart OR is categorized in Class 1 or higher on this chart. A Chemical Safety Form is not required for new antibodies unless they are conjugated to drugs/compounds not categorized on the Hazardous Chemical Chart OR categorized in Class 1 or higher on the chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
Important - Please Read!
 
For drugs embedded in diet, please submit a Chemical Safety Form for each new drug or compound that is not categorized on the Hazardous Chemical Chart or is categorized in Class 1 or higher on this chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
ii. Do you expect any adverse effects from administering this substance?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ii. Do you expect any adverse effects from administering this diet?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
iii. Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check all appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed OR check “Other” and provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, and/or storage standards cannot be followed.
iii. Will the cells/cell line/tissue fragment be tested for rodent pathogens, Corynebacterium bovis, and mycoplasma prior to use in live animals?
If No, please provide justification for not testing the cells/cell line/tissue fragment. Testing for rodent pathogens and Mycoplasma spp. is required under ARF policy P005.
iv. Were the cells/was the cell line or tissue fragment modified with recombinant DNA (e.g., transfected, transduced) or will they be modified prior to use in live animals?
If Yes, please state the approved BCC registration number that will cover this work. If work was done outside DFCI, please state the lab responsible for modifying the cell/cell line/tissue.
Also, please briefly describe how the cell/cell line/tissue was modified, including method/vector.
v. Are the cells or is the cell line/tissue human-origin?
If Yes, please provide the number of the BCC registration that covers use of human materials in animals.
vi. Will the cells or cell line or tissue be obtained directly from patients?
If Yes, please list all strains that will receive the cells/tissues.
If severely immunocompromised mice (e.g., SCID, NSG, or similar) will receive the cells/tissues, they must be housed at ABSL2-N conditions.
 
Please check below to confirm severely immunocompromised mice implanted with these cells/tissues will be housed at ABSL2-N conditions as described in SOP BL008.
vii. Will the cells or cell line be used as a treatment or therapeutic?
 
viii. Do you expect any adverse effects from administering the cells/cell line?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ix. If the cells/cell line has not been used in live animals as a treatment or therapeutic, please describe the following:
 · what clinical signs of potential adverse effects you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress if signs of adverse effects are observed
 · see SOP T006 for information on monitoring and endpoints
New Experimental Substance 4
i. Please complete the following.
Details of Administration for New Drug, Compound, or Antibody
Details of Administration for New Diet
Details for Implantation of New Cells/Cell Line
Details for Implantation of New Tissue Fragment
Details of Administration for New Recombinant DNA or Infectious Agent
Please describe how the agent is administered to animals, including (as applicable):
 · route
 · dose
 · volume
 · frequency
 · duration
 · # of animals that will receive new agent
Diphtheria Toxin (DTX) Clearance
 
Please list all lab members who will work with DTX in the field below. All lab members working with DTX in live animals must be cleared by DFCI Occupational Health Services (OHS). Contact OHS to obtain medical clearance to work with DTX.
 
In addition, all lab members must read and sign policy P038, "Use of Diphtheria Toxin in Mice." Please upload  a signed copy of the policy to Smartsheet with this amendment form.
Important - Please Read!
 
Please submit a Chemical Safety Form each new drug or compound that is not categorized on the Hazardous Chemical Chart OR is categorized in Class 1 or higher on this chart. A Chemical Safety Form is not required for new antibodies unless they are conjugated to drugs/compounds not categorized on the Hazardous Chemical Chart OR categorized in Class 1 or higher on the chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
Important - Please Read!
 
For drugs embedded in diet, please submit a Chemical Safety Form for each new drug or compound that is not categorized on the Hazardous Chemical Chart or is categorized in Class 1 or higher on this chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
ii. Do you expect any adverse effects from administering this substance?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ii. Do you expect any adverse effects from administering this diet?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
iii. Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check all appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed OR check “Other” and provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, and/or storage standards cannot be followed.
iii. Will the cells/cell line/tissue fragment be tested for rodent pathogens, Corynebacterium bovis, and mycoplasma prior to use in live animals?
If No, please provide justification for not testing the cells/cell line/tissue fragment. Testing for rodent pathogens and Mycoplasma spp. is required under ARF policy P005.
iv. Were the cells/was the cell line or tissue fragment modified with recombinant DNA (e.g., transfected, transduced) or will they be modified prior to use in live animals?
If Yes, please state the approved BCC registration number that will cover this work. If work was done outside DFCI, please state the lab responsible for modifying the cell/cell line/tissue.
Also, please briefly describe how the cell/cell line/tissue was modified, including method/vector.
v. Are the cells or is the cell line/tissue human-origin?
If Yes, please provide the number of the BCC registration that covers use of human materials in animals.
vi. Will the cells or cell line or tissue be obtained directly from patients?
If Yes, please list all strains that will receive the cells/tissues.
If severely immunocompromised mice (e.g., SCID, NSG, or similar) will receive the cells/tissues, they must be housed at ABSL2-N conditions.
 
Please check below to confirm severely immunocompromised mice implanted with these cells/tissues will be housed at ABSL2-N conditions as described in SOP BL008.
vii. Will the cells or cell line be used as a treatment or therapeutic?
 
viii. Do you expect any adverse effects from administering the cells/cell line?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ix. If the cells/cell line has not been used in live animals as a treatment or therapeutic, please describe the following:
 · what clinical signs of potential adverse effects you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress if signs of adverse effects are observed
 · see SOP T006 for information on monitoring and endpoints
New Experimental Substance 5
i. Please complete the following.
Details of Administration for New Drug, Compound, or Antibody
Details of Administration for New Diet
Details for Implantation of New Cells/Cell Line
Details for Implantation of New Tissue Fragment
Details of Administration for New Recombinant DNA or Infectious Agent
Please describe how the agent is administered to animals, including (as applicable):
 · route
 · dose
 · volume
 · frequency
 · duration
 · # of animals that will receive new agent
Diphtheria Toxin (DTX) Clearance
 
Please list all lab members who will work with DTX in the field below. All lab members working with DTX in live animals must be cleared by DFCI Occupational Health Services (OHS). Contact OHS to obtain medical clearance to work with DTX.
 
In addition, all lab members must read and sign policy P038, "Use of Diphtheria Toxin in Mice." Please upload  a signed copy of the policy to Smartsheet with this amendment form.
Important - Please Read!
 
Please submit a Chemical Safety Form each new drug or compound that is not categorized on the Hazardous Chemical Chart OR is categorized in Class 1 or higher on this chart. A Chemical Safety Form is not required for new antibodies unless they are conjugated to drugs/compounds not categorized on the Hazardous Chemical Chart OR categorized in Class 1 or higher on the chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
Important - Please Read!
 
For drugs embedded in diet, please submit a Chemical Safety Form for each new drug or compound that is not categorized on the Hazardous Chemical Chart or is categorized in Class 1 or higher on this chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
ii. Do you expect any adverse effects from administering this substance?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ii. Do you expect any adverse effects from administering this diet?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
iii. Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check all appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed OR check “Other” and provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, and/or storage standards cannot be followed.
iii. Will the cells/cell line/tissue fragment be tested for rodent pathogens, Corynebacterium bovis, and mycoplasma prior to use in live animals?
If No, please provide justification for not testing the cells/cell line/tissue fragment. Testing for rodent pathogens and Mycoplasma spp. is required under ARF policy P005.
iv. Were the cells/was the cell line or tissue fragment modified with recombinant DNA (e.g., transfected, transduced) or will they be modified prior to use in live animals?
If Yes, please state the approved BCC registration number that will cover this work. If work was done outside DFCI, please state the lab responsible for modifying the cell/cell line/tissue.
Also, please briefly describe how the cell/cell line/tissue was modified, including method/vector.
v. Are the cells or is the cell line/tissue human-origin?
If Yes, please provide the number of the BCC registration that covers use of human materials in animals.
vi. Will the cells or cell line or tissue be obtained directly from patients?
If Yes, please list all strains that will receive the cells/tissues.
If severely immunocompromised mice (e.g., SCID, NSG, or similar) will receive the cells/tissues, they must be housed at ABSL2-N conditions.
 
Please check below to confirm severely immunocompromised mice implanted with these cells/tissues will be housed at ABSL2-N conditions as described in SOP BL008.
vii. Will the cells or cell line be used as a treatment or therapeutic?
 
viii. Do you expect any adverse effects from administering the cells/cell line?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ix. If the cells/cell line has not been used in live animals as a treatment or therapeutic, please describe the following:
 · what clinical signs of potential adverse effects you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress if signs of adverse effects are observed
 · see SOP T006 for information on monitoring and endpoints
New Experimental Substance 6
i. Please complete the following.
Details of Administration for New Drug, Compound, or Antibody
Details of Administration for New Diet
Details for Implantation of New Cells/Cell Line
Details for Implantation of New Tissue Fragment
Details of Administration for New Recombinant DNA or Infectious Agent
Please describe how the agent is administered to animals, including (as applicable):
 · route
 · dose
 · volume
 · frequency
 · duration
 · # of animals that will receive new agent
Diphtheria Toxin (DTX) Clearance
 
Please list all lab members who will work with DTX in the field below. All lab members working with DTX in live animals must be cleared by DFCI Occupational Health Services (OHS). Contact OHS to obtain medical clearance to work with DTX.
 
In addition, all lab members must read and sign policy P038, "Use of Diphtheria Toxin in Mice." Please upload  a signed copy of the policy to Smartsheet with this amendment form.
Important - Please Read!
 
Please submit a Chemical Safety Form each new drug or compound that is not categorized on the Hazardous Chemical Chart OR is categorized in Class 1 or higher on this chart. A Chemical Safety Form is not required for new antibodies unless they are conjugated to drugs/compounds not categorized on the Hazardous Chemical Chart OR categorized in Class 1 or higher on the chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
Important - Please Read!
 
For drugs embedded in diet, please submit a Chemical Safety Form for each new drug or compound that is not categorized on the Hazardous Chemical Chart or is categorized in Class 1 or higher on this chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
ii. Do you expect any adverse effects from administering this substance?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ii. Do you expect any adverse effects from administering this diet?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
iii. Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check all appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed OR check “Other” and provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, and/or storage standards cannot be followed.
iii. Will the cells/cell line/tissue fragment be tested for rodent pathogens, Corynebacterium bovis, and mycoplasma prior to use in live animals?
If No, please provide justification for not testing the cells/cell line/tissue fragment. Testing for rodent pathogens and Mycoplasma spp. is required under ARF policy P005.
iv. Were the cells/was the cell line or tissue fragment modified with recombinant DNA (e.g., transfected, transduced) or will they be modified prior to use in live animals?
If Yes, please state the approved BCC registration number that will cover this work. If work was done outside DFCI, please state the lab responsible for modifying the cell/cell line/tissue.
Also, please briefly describe how the cell/cell line/tissue was modified, including method/vector.
v. Are the cells or is the cell line/tissue human-origin?
If Yes, please provide the number of the BCC registration that covers use of human materials in animals.
vi. Will the cells or cell line or tissue be obtained directly from patients?
If Yes, please list all strains that will receive the cells/tissues.
If severely immunocompromised mice (e.g., SCID, NSG, or similar) will receive the cells/tissues, they must be housed at ABSL2-N conditions.
 
Please check below to confirm severely immunocompromised mice implanted with these cells/tissues will be housed at ABSL2-N conditions as described in SOP BL008.
vii. Will the cells or cell line be used as a treatment or therapeutic?
 
viii. Do you expect any adverse effects from administering the cells/cell line?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ix. If the cells/cell line has not been used in live animals as a treatment or therapeutic, please describe the following:
 · what clinical signs of potential adverse effects you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress if signs of adverse effects are observed
 · see SOP T006 for information on monitoring and endpoints
New Experimental Substance 7
i. Please complete the following.
Details of Administration for New Drug, Compound, or Antibody
Details of Administration for New Diet
Details for Implantation of New Cells/Cell Line
Details for Implantation of New Tissue Fragment
Details of Administration for New Recombinant DNA or Infectious Agent
Please describe how the agent is administered to animals, including (as applicable):
 · route
 · dose
 · volume
 · frequency
 · duration
 · # of animals that will receive new agent
Diphtheria Toxin (DTX) Clearance
 
Please list all lab members who will work with DTX in the field below. All lab members working with DTX in live animals must be cleared by DFCI Occupational Health Services (OHS). Contact OHS to obtain medical clearance to work with DTX.
 
In addition, all lab members must read and sign policy P038, "Use of Diphtheria Toxin in Mice." Please upload  a signed copy of the policy to Smartsheet with this amendment form.
Important - Please Read!
 
Please submit a Chemical Safety Form each new drug or compound that is not categorized on the Hazardous Chemical Chart OR is categorized in Class 1 or higher on this chart. A Chemical Safety Form is not required for new antibodies unless they are conjugated to drugs/compounds not categorized on the Hazardous Chemical Chart OR categorized in Class 1 or higher on the chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
Important - Please Read!
 
For drugs embedded in diet, please submit a Chemical Safety Form for each new drug or compound that is not categorized on the Hazardous Chemical Chart or is categorized in Class 1 or higher on this chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
ii. Do you expect any adverse effects from administering this substance?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ii. Do you expect any adverse effects from administering this diet?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
iii. Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check all appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed OR check “Other” and provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, and/or storage standards cannot be followed.
iii. Will the cells/cell line/tissue fragment be tested for rodent pathogens, Corynebacterium bovis, and mycoplasma prior to use in live animals?
If No, please provide justification for not testing the cells/cell line/tissue fragment. Testing for rodent pathogens and Mycoplasma spp. is required under ARF policy P005.
iv. Were the cells/was the cell line or tissue fragment modified with recombinant DNA (e.g., transfected, transduced) or will they be modified prior to use in live animals?
If Yes, please state the approved BCC registration number that will cover this work. If work was done outside DFCI, please state the lab responsible for modifying the cell/cell line/tissue.
Also, please briefly describe how the cell/cell line/tissue was modified, including method/vector.
v. Are the cells or is the cell line/tissue human-origin?
If Yes, please provide the number of the BCC registration that covers use of human materials in animals.
vi. Will the cells or cell line or tissue be obtained directly from patients?
If Yes, please list all strains that will receive the cells/tissues.
If severely immunocompromised mice (e.g., SCID, NSG, or similar) will receive the cells/tissues, they must be housed at ABSL2-N conditions.
 
Please check below to confirm severely immunocompromised mice implanted with these cells/tissues will be housed at ABSL2-N conditions as described in SOP BL008.
vii. Will the cells or cell line be used as a treatment or therapeutic?
 
viii. Do you expect any adverse effects from administering the cells/cell line?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ix. If the cells/cell line has not been used in live animals as a treatment or therapeutic, please describe the following:
 · what clinical signs of potential adverse effects you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress if signs of adverse effects are observed
 · see SOP T006 for information on monitoring and endpoints
New Experimental Substance 8 
i. Please complete the following.
Details of Administration for New Drug, Compound, or Antibody
Details of Administration for New Diet
Details for Implantation of New Cells/Cell Line
Details for Implantation of New Tissue Fragment
Details of Administration for New Recombinant DNA or Infectious Agent
Please describe how the agent is administered to animals, including (as applicable):
 · route
 · dose
 · volume
 · frequency
 · duration
 · # of animals that will receive new agent
Diphtheria Toxin (DTX) Clearance
 
Please list all lab members who will work with DTX in the field below. All lab members working with DTX in live animals must be cleared by DFCI Occupational Health Services (OHS). Contact OHS to obtain medical clearance to work with DTX.
 
In addition, all lab members must read and sign policy P038, "Use of Diphtheria Toxin in Mice." Please upload  a signed copy of the policy to Smartsheet with this amendment form.
Important - Please Read!
 
Please submit a Chemical Safety Form each new drug or compound that is not categorized on the Hazardous Chemical Chart OR is categorized in Class 1 or higher on this chart. A Chemical Safety Form is not required for new antibodies unless they are conjugated to drugs/compounds not categorized on the Hazardous Chemical Chart OR categorized in Class 1 or higher on the chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
Important - Please Read!
 
For drugs embedded in diet, please submit a Chemical Safety Form for each new drug or compound that is not categorized on the Hazardous Chemical Chart or is categorized in Class 1 or higher on this chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
ii. Do you expect any adverse effects from administering this substance?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ii. Do you expect any adverse effects from administering this diet?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
iii. Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check all appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed OR check “Other” and provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, and/or storage standards cannot be followed.
iii. Will the cells/cell line/tissue fragment be tested for rodent pathogens, Corynebacterium bovis, and mycoplasma prior to use in live animals?
If No, please provide justification for not testing the cells/cell line/tissue fragment. Testing for rodent pathogens and Mycoplasma spp. is required under ARF policy P005.
iv. Were the cells/was the cell line or tissue fragment modified with recombinant DNA (e.g., transfected, transduced) or will they be modified prior to use in live animals?
If Yes, please state the approved BCC registration number that will cover this work. If work was done outside DFCI, please state the lab responsible for modifying the cell/cell line/tissue.
Also, please briefly describe how the cell/cell line/tissue was modified, including method/vector.
v. Are the cells or is the cell line/tissue human-origin?
If Yes, please provide the number of the BCC registration that covers use of human materials in animals.
vi. Will the cells or cell line or tissue be obtained directly from patients?
If Yes, please list all strains that will receive the cells/tissues.
If severely immunocompromised mice (e.g., SCID, NSG, or similar) will receive the cells/tissues, they must be housed at ABSL2-N conditions.
 
Please check below to confirm severely immunocompromised mice implanted with these cells/tissues will be housed at ABSL2-N conditions as described in SOP BL008.
vii. Will the cells or cell line be used as a treatment or therapeutic?
 
viii. Do you expect any adverse effects from administering the cells/cell line?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ix. If the cells/cell line has not been used in live animals as a treatment or therapeutic, please describe the following:
 · what clinical signs of potential adverse effects you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress if signs of adverse effects are observed
 · see SOP T006 for information on monitoring and endpoints
New Experimental Substance 9
i. Please complete the following.
Details of Administration for New Drug, Compound, or Antibody
Details of Administration for New Diet
Details for Implantation of New Cells/Cell Line
Details for Implantation of New Tissue Fragment
Details of Administration for New Recombinant DNA or Infectious Agent
Please describe how the agent is administered to animals, including (as applicable):
 · route
 · dose
 · volume
 · frequency
 · duration
 · # of animals that will receive new agent
Diphtheria Toxin (DTX) Clearance
 
Please list all lab members who will work with DTX in the field below. All lab members working with DTX in live animals must be cleared by DFCI Occupational Health Services (OHS). Contact OHS to obtain medical clearance to work with DTX.
 
In addition, all lab members must read and sign policy P038, "Use of Diphtheria Toxin in Mice." Please upload  a signed copy of the policy to Smartsheet with this amendment form.
Important - Please Read!
 
Please submit a Chemical Safety Form each new drug or compound that is not categorized on the Hazardous Chemical Chart OR is categorized in Class 1 or higher on this chart. A Chemical Safety Form is not required for new antibodies unless they are conjugated to drugs/compounds not categorized on the Hazardous Chemical Chart OR categorized in Class 1 or higher on the chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
Important - Please Read!
 
For drugs embedded in diet, please submit a Chemical Safety Form for each new drug or compound that is not categorized on the Hazardous Chemical Chart or is categorized in Class 1 or higher on this chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
ii. Do you expect any adverse effects from administering this substance?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ii. Do you expect any adverse effects from administering this diet?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
iii. Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check all appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed OR check “Other” and provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, and/or storage standards cannot be followed.
iii. Will the cells/cell line/tissue fragment be tested for rodent pathogens, Corynebacterium bovis, and mycoplasma prior to use in live animals?
If No, please provide justification for not testing the cells/cell line/tissue fragment. Testing for rodent pathogens and Mycoplasma spp. is required under ARF policy P005.
iv. Were the cells/was the cell line or tissue fragment modified with recombinant DNA (e.g., transfected, transduced) or will they be modified prior to use in live animals?
If Yes, please state the approved BCC registration number that will cover this work. If work was done outside DFCI, please state the lab responsible for modifying the cell/cell line/tissue.
Also, please briefly describe how the cell/cell line/tissue was modified, including method/vector.
v. Are the cells or is the cell line/tissue human-origin?
If Yes, please provide the number of the BCC registration that covers use of human materials in animals.
vi. Will the cells or cell line or tissue be obtained directly from patients?
If Yes, please list all strains that will receive the cells/tissues.
If severely immunocompromised mice (e.g., SCID, NSG, or similar) will receive the cells/tissues, they must be housed at ABSL2-N conditions.
 
Please check below to confirm severely immunocompromised mice implanted with these cells/tissues will be housed at ABSL2-N conditions as described in SOP BL008.
vii. Will the cells or cell line be used as a treatment or therapeutic?
 
viii. Do you expect any adverse effects from administering the cells/cell line?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ix. If the cells/cell line has not been used in live animals as a treatment or therapeutic, please describe the following:
 · what clinical signs of potential adverse effects you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress if signs of adverse effects are observed
 · see SOP T006 for information on monitoring and endpoints
New Experimental Substance 10
i. Please complete the following.
Details of Administration for New Drug, Compound, or Antibody
Details of Administration for New Diet
Details for Implantation of New Cells/Cell Line
Details for Implantation of New Tissue Fragment
Details of Administration for New Recombinant DNA or Infectious Agent
Please describe how the agent is administered to animals, including (as applicable):
 · route
 · dose
 · volume
 · frequency
 · duration
 · # of animals that will receive new agent
Diphtheria Toxin (DTX) Clearance
 
Please list all lab members who will work with DTX in the field below. All lab members working with DTX in live animals must be cleared by DFCI Occupational Health Services (OHS). Contact OHS to obtain medical clearance to work with DTX.
 
In addition, all lab members must read and sign policy P038, "Use of Diphtheria Toxin in Mice." Please upload  a signed copy of the policy to Smartsheet with this amendment form.
Important - Please Read!
 
Please submit a Chemical Safety Form each new drug or compound that is not categorized on the Hazardous Chemical Chart OR is categorized in Class 1 or higher on this chart. A Chemical Safety Form is not required for new antibodies unless they are conjugated to drugs/compounds not categorized on the Hazardous Chemical Chart OR categorized in Class 1 or higher on the chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
Important - Please Read!
 
For drugs embedded in diet, please submit a Chemical Safety Form for each new drug or compound that is not categorized on the Hazardous Chemical Chart or is categorized in Class 1 or higher on this chart.
 
Completed Chemical Safety Forms must be emailed to chemsafety@dfci.harvard.edu for review and approval. Approved Chemical Safety Forms can be uploaded to Smartsheet with this form. (You can also submit the amendment form while Chemical Safety Form approval is pending.)
ii. Do you expect any adverse effects from administering this substance?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ii. Do you expect any adverse effects from administering this diet?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
iii. Is the new agent pharmaceutical grade?
 
Please see ARF policy P031, "The Use of Non-Pharmaceutical Grade Chemicals/Compounds in Laboratory Animals," for more information. The Office of Laboratory Animal Welfare (OLAW) defines pharmaceutical-grade substance as any active or inactive drug, biologic, reagent, etc., manufactured under Good Manufacturing Practices (GMP) which is approved, conditionally approved, or indexed by the Food and Drug Administration (FDA) or for which a chemical purity standard has been written or established by a recognized compendia (e.g., United States Pharmacopeia-National Formulary – USP-NF – or British Pharmacopeia – BP).
If No, please provide justification for not using a pharmaceutical grade agent (e.g., correct formulation or concentration is not available). Pharmaceutical grade agents should be used when available, unless scientifically justified.
Please check all appropriate boxes to confirm that pH, purity, stability, sterility, and storage standards will be followed OR check “Other” and provide justification for deviation from any of these standards.
If Other, please explain why pH, purity, stability, sterility, and/or storage standards cannot be followed.
iii. Will the cells/cell line/tissue fragment be tested for rodent pathogens, Corynebacterium bovis, and mycoplasma prior to use in live animals?
If No, please provide justification for not testing the cells/cell line/tissue fragment. Testing for rodent pathogens and Mycoplasma spp. is required under ARF policy P005.
iv. Were the cells/was the cell line or tissue fragment modified with recombinant DNA (e.g., transfected, transduced) or will they be modified prior to use in live animals?
If Yes, please state the approved BCC registration number that will cover this work. If work was done outside DFCI, please state the lab responsible for modifying the cell/cell line/tissue.
Also, please briefly describe how the cell/cell line/tissue was modified, including method/vector.
v. Are the cells or is the cell line/tissue human-origin?
If Yes, please provide the number of the BCC registration that covers use of human materials in animals.
vi. Will the cells or cell line or tissue be obtained directly from patients?
If Yes, please list all strains that will receive the cells/tissues.
If severely immunocompromised mice (e.g., SCID, NSG, or similar) will receive the cells/tissues, they must be housed at ABSL2-N conditions.
 
Please check below to confirm severely immunocompromised mice implanted with these cells/tissues will be housed at ABSL2-N conditions as described in SOP BL008.
vii. Will the cells or cell line be used as a treatment or therapeutic?
 
viii. Do you expect any adverse effects from administering the cells/cell line?
 
Adverse effects include any conditions that negatively impact animal health or welfare, even if the adverse effect is desired (e.g., disease induction).
If Yes, please describe the following:
 · the adverse effect(s) you expect
 · what clinical signs you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress resulting from the adverse effect(s)
ix. If the cells/cell line has not been used in live animals as a treatment or therapeutic, please describe the following:
 · what clinical signs of potential adverse effects you will monitor for
 · how frequently you will monitor the animals
 · when animals will be euthanized to prevent pain/distress if signs of adverse effects are observed
 · see SOP T006 for information on monitoring and endpoints
To add more than ten experimental substances in this amendment, please answer all questions in fields above in a Word document for each additional experimental substance you want to add.
Upload the Word document to Smartsheet when you upload this amendment form.
b. Will this amendment change the use of approved experimental substances?
Change Experimental Substance 1
If Yes, please describe how use of approved experimental substances will change, including substitution of an approved substance for a new substance (new substance should be described in 7.a above) and including any change in route, dose, volume, frequency, or duration of administration.
Change Experimental Substance 2
If Yes, please describe how use of approved experimental substances will change, including substitution of an approved substance for a new substance (new substance should be described in 7.a above) and including any change in route, dose, volume, frequency, or duration of administration.
Change Experimental Substance 3
If Yes, please describe how use of approved experimental substances will change, including substitution of an approved substance for a new substance (new substance should be described in 7.a above) and including any change in route, dose, volume, frequency, or duration of administration.
Change Experimental Substance 4
If Yes, please describe how use of approved experimental substances will change, including substitution of an approved substance for a new substance (new substance should be described in 7.a above) and including any change in route, dose, volume, frequency, or duration of administration.
To change more than four experimental substances in this amendment, please describe each additional change in a Word document.
Upload the Word document to Smartsheet when you upload this amendment form.
8. Species
 
If you wish to add a new species to a protocol or replace the approved species with a new species, please contact the IACUC Office for help initiating a protocol rewrite.
 
Under IACUC policy ACUC05, "IACUC Amendment Policy," a protocol rewrite is required for any change in species. A rewrite is needed to ensure animal work will be done in a manner appropriate to and with due consideration of the welfare of the new species. Further, a change in species will typically require many modifications to the approved procedures, endpoints, and/or experimental design of the animal protocol, which are best documented in a protocol rewrite. 
Will this amendment add new species to the protocol and/or change approved species on the protocol?
If Yes, please state in the field below which new species will be added to the protocol and/or how the approved species will change.
 
Also, please address the following.• Any change in protocol objectives resulting from the change in species must be documented in section 3.• Any change in procedures resulting from the change in species must be documented in sections 4 and 5 above. This includes, but is not necessarily limited to, changes in euthanasia method, injection volume, blood collection volume, maximum number of times each procedure is performed on a single animal, frequency, and duration. If your protocol refers to ARF SOPs for any procedures and these SOPs do not cover the new species, you must now describe in detail how those procedures will be performed in the new species.• Any change in administration of anesthesia or analgesia resulting from the change in species must be documented in section 6 above. This includes, but is not necessarily limited to, changes in agents used for anesthesia and analgesia, as well as dose, frequency, or duration.• Any change in administration of experimental agents must be documented in section 7 above. This includes, but is not necessarily limited to, changes in drug or radiation dose, volume, frequency, or duration of administration.• Any change in study or experimental design must be documented in section 11.
9. Strains
 
Use this section to add or change rodent strains.
Will this amendment add new strains to the protocol?
 
Important Notes:
 
1. If a new strain will replace an approved strain, the new strain must be described in this section. Section 11 should then briefly state which approved strain will be replaced by the new strain. (In a case where one approved strain will replace another approved strain, this change need only be described in section 11.)
2. If animals will undergo surgical or non-surgical procedures at another site (e.g., vendor, another research facility) before they are transferred to DFCI, this MUST be described in the amendment.
- Procedures performed at another site prior to transfer do not need to be described in detail (although the IACUC may ask for more detail during review), but need to be mentioned in order for the IACUC to evaluate the total burden of pain and/or distress on the animals. This is best done in section 11 of the amendment form.
- If animals will undergo surgery prior to transfer to DFCI and will then undergo an additional survival surgery under your animal protocol, the amendment must include scientific justification for performing multiple survival surgeries on a single animal. This is best done in section 5.b of the amendment form.
- If the procedures involve disease induction (e.g., generation of a cancer model), the disease model must already be approved on the protocol or must be added to the protocol in the amendment before animals can be transferred. This may involve multiple sections of the amendment form, including section 3 (if the disease model represents a change in objectives), section 11 (to describe how the disease model will be used in experiments), and section 12 (to describe a monitoring regimen and humane endpoints for the diease model).
New Strain 1
If Yes, please address the following.
a. What is the full nomenclature for the new strain? For strains not purchased from a vendor, the following may be helpful for building nomenclature: Jackson Laboratory detailed nomenclature guide, Jackson Laboratory quick nomenclature guide, and the MGI mouse nomenclature rules and guidelines. (Note that you can also assign a shorthand designation to each new strain for use in completing cage card information.)
b. What source (e.g., vendor, research facility/institution) will provide the new strain?
If Other, please state what other source will provide the new strain.
c. Will the new strain be bred?
If Yes, please describe your breeding scheme(s), including to produce more animals of the same strain, maintenance breeding, and any crosses with other new and/or approved strains. Each breeding scheme should briefly summarize how many breeders and pups, including pups euthanized because they not the desired genotype or sex, are required to produce animals for your experiments and should take into account any intermediary genotypes, the expected number of pups per litter, and the expected distribution of genotypes in each litter.
d. How many mice of the new strain or resulting from crosses with the new strain will be used in experiments? This total must be consistent with what is described in section 11.
e. Do you expect the new strain or crosses resulting from the new strain to exhibit any adverse phenotypes? 
If Yes, please describe the phenotype(s) you expect, what clinical signs you will monitor for, how frequently you will monitor the animals, and (if applicable) when animals will be euthanized to prevent pain/distress resulting from the phenotype(s).
New Strain 2
If Yes, please address the following.
a. What is the full nomenclature for the new strain? For strains not purchased from a vendor, the following may be helpful for building nomenclature: Jackson Laboratory detailed nomenclature guide, Jackson Laboratory quick nomenclature guide, and the MGI mouse nomenclature rules and guidelines. (Note that you can also assign a shorthand designation to each new strain for use in completing cage card information.)
b. What source (e.g., vendor, research facility/institution) will provide the new strain?
If Other, please state what other source will provide the new strain.
c. Will the new strain be bred?
If Yes, please describe your breeding scheme(s), including to produce more animals of the same strain, maintenance breeding, and any crosses with other new and/or approved strains. Each breeding scheme should briefly summarize how many breeders and pups, including pups euthanized because they not the desired genotype or sex, are required to produce animals for your experiments and should take into account any intermediary genotypes, the expected number of pups per litter, and the expected distribution of genotypes in each litter.
d. How many mice of the new strain or resulting from crosses with the new strain will be used in experiments? This total must be consistent with what is described in section 11.
e. Do you expect the new strain or crosses resulting from the new strain to exhibit any adverse phenotypes? 
If Yes, please describe the phenotype(s) you expect, what clinical signs you will monitor for, how frequently you will monitor the animals, and (if applicable) when animals will be euthanized to prevent pain/distress resulting from the phenotype(s).
New Strain 3
If Yes, please address the following.
a. What is the full nomenclature for the new strain? For strains not purchased from a vendor, the following may be helpful for building nomenclature: Jackson Laboratory detailed nomenclature guide, Jackson Laboratory quick nomenclature guide, and the MGI mouse nomenclature rules and guidelines. (Note that you can also assign a shorthand designation to each new strain for use in completing cage card information.)
b. What source (e.g., vendor, research facility/institution) will provide the new strain?
If Other, please state what other source will provide the new strain.
c. Will the new strain be bred?
If Yes, please describe your breeding scheme(s), including to produce more animals of the same strain, maintenance breeding, and any crosses with other new and/or approved strains. Each breeding scheme should briefly summarize how many breeders and pups, including pups euthanized because they not the desired genotype or sex, are required to produce animals for your experiments and should take into account any intermediary genotypes, the expected number of pups per litter, and the expected distribution of genotypes in each litter.
d. How many mice of the new strain or resulting from crosses with the new strain will be used in experiments? This total must be consistent with what is described in section 11.
e. Do you expect the new strain or crosses resulting from the new strain to exhibit any adverse phenotypes? 
If Yes, please describe the phenotype(s) you expect, what clinical signs you will monitor for, how frequently you will monitor the animals, and (if applicable) when animals will be euthanized to prevent pain/distress resulting from the phenotype(s).
New Strain 4
If Yes, please address the following.
a. What is the full nomenclature for the new strain? For strains not purchased from a vendor, the following may be helpful for building nomenclature: Jackson Laboratory detailed nomenclature guide, Jackson Laboratory quick nomenclature guide, and the MGI mouse nomenclature rules and guidelines. (Note that you can also assign a shorthand designation to each new strain for use in completing cage card information.)
b. What source (e.g., vendor, research facility/institution) will provide the new strain?
If Other, please state what other source will provide the new strain.
c. Will the new strain be bred?
If Yes, please describe your breeding scheme(s), including to produce more animals of the same strain, maintenance breeding, and any crosses with other new and/or approved strains. Each breeding scheme should briefly summarize how many breeders and pups, including pups euthanized because they not the desired genotype or sex, are required to produce animals for your experiments and should take into account any intermediary genotypes, the expected number of pups per litter, and the expected distribution of genotypes in each litter.
d. How many mice of the new strain or resulting from crosses with the new strain will be used in experiments? This total must be consistent with what is described in section 11.
e. Do you expect the new strain or crosses resulting from the new strain to exhibit any adverse phenotypes? 
If Yes, please describe the phenotype(s) you expect, what clinical signs you will monitor for, how frequently you will monitor the animals, and (if applicable) when animals will be euthanized to prevent pain/distress resulting from the phenotype(s).
New Strain 5
If Yes, please address the following.
a. What is the full nomenclature for the new strain? For strains not purchased from a vendor, the following may be helpful for building nomenclature: Jackson Laboratory detailed nomenclature guide, Jackson Laboratory quick nomenclature guide, and the MGI mouse nomenclature rules and guidelines. (Note that you can also assign a shorthand designation to each new strain for use in completing cage card information.)
b. What source (e.g., vendor, research facility/institution) will provide the new strain?
If Other, please state what other source will provide the new strain.
c. Will the new strain be bred?
If Yes, please describe your breeding scheme(s), including to produce more animals of the same strain, maintenance breeding, and any crosses with other new and/or approved strains. Each breeding scheme should briefly summarize how many breeders and pups, including pups euthanized because they not the desired genotype or sex, are required to produce animals for your experiments and should take into account any intermediary genotypes, the expected number of pups per litter, and the expected distribution of genotypes in each litter.
d. How many mice of the new strain or resulting from crosses with the new strain will be used in experiments? This total must be consistent with what is described in section 11.
e. Do you expect the new strain or crosses resulting from the new strain to exhibit any adverse phenotypes? 
If Yes, please describe the phenotype(s) you expect, what clinical signs you will monitor for, how frequently you will monitor the animals, and (if applicable) when animals will be euthanized to prevent pain/distress resulting from the phenotype(s).
New Strain 6
If Yes, please address the following.
a. What is the full nomenclature for the new strain? For strains not purchased from a vendor, the following may be helpful for building nomenclature: Jackson Laboratory detailed nomenclature guide, Jackson Laboratory quick nomenclature guide, and the MGI mouse nomenclature rules and guidelines. (Note that you can also assign a shorthand designation to each new strain for use in completing cage card information.)
b. What source (e.g., vendor, research facility/institution) will provide the new strain?
If Other, please state what other source will provide the new strain.
c. Will the new strain be bred?
If Yes, please describe your breeding scheme(s), including to produce more animals of the same strain, maintenance breeding, and any crosses with other new and/or approved strains. Each breeding scheme should briefly summarize how many breeders and pups, including pups euthanized because they not the desired genotype or sex, are required to produce animals for your experiments and should take into account any intermediary genotypes, the expected number of pups per litter, and the expected distribution of genotypes in each litter.
d. How many mice of the new strain or resulting from crosses with the new strain will be used in experiments? This total must be consistent with what is described in section 11.
e. Do you expect the new strain or crosses resulting from the new strain to exhibit any adverse phenotypes? 
If Yes, please describe the phenotype(s) you expect, what clinical signs you will monitor for, how frequently you will monitor the animals, and (if applicable) when animals will be euthanized to prevent pain/distress resulting from the phenotype(s).
To add more than six strains in this amendment, please answer all questions in fields above in a Word document for each additional strain you want to add.
Upload the Word document to Smartsheet when you upload this amendment form.
10. Procedures or Studies Involving an Off-site Animal FacilityThis section must be completed in cases where:
• animals will be transferred from DFCI to an off-site animal facility as part of the overall experimental design of a DFCI animal protocol (e.g., animals are transferred for imaging or another specialized procedure)• non-naïve animals – those that have already undergone some experimental manipulation – will be transferred from DFCI to an off-site animal facility, even if no DFCI funding will be used, DFCI will not be involved in the animal work, and DFCI will not retain ownership of the animals
This section does not need to be completed for:
• transfers between DFCI facilities• transfer of naïve animals to off-site animal facilities when no DFCI funding will be used at the off-site animal facility and when DFCI will not be involved in the animal work and will not retain ownership of the animals• animal work done at animal facilities outside the U.S. – contact the IACUC Office before starting any animal work with a facility outside the U.S.
Will this amendment add procedures or studies that will be performed at an off-site animal facility in the U.S.?
If Yes, please address the following. Note that an MOU Request Form will likely be required and that the IACUC Office may need to execute a memorandum of understanding (MOU) before any animals are transported to the off-site animal facility. Also, DFCI-awarded NIH and NSF grants, as well as grants from certain private agencies, must be reviewed against the off-site facility’s animal protocol before they can be used for animal work at the off-site facility.
a. In 2 to 3 sentences, please list all procedures animals will undergo at DFCI before they are transferred to the off-site animal facility. Any new procedures performed at DFCI must be described in section 4 or section 5 above.
b. In 2 to 3 sentences, please list all procedures animals will undergo at the off-site animal facility, including euthanasia (if applicable).
c. Please state the name of the off-site facility and the number of the animal protocol at the off-site animal facility that will cover the procedures listed in 10.b.
d. Will transport be handled by the ARF?
If No, please describe how mice will be transported from DFCI to the off-site animal facility.
e. Will animals return to DFCI after they undergo procedures/studies at the off-site animal facility?
If Yes, please list all procedures animals will undergo after they return to DFCI in 2 to 3 sentences. Any new procedures performed at DFCI must be described in section 4 or section 5 above.
Please indicate where animals will be housed when they return to DFCI. Be advised: Animals cannot re-enter Longwood Center or LFIC without first going through quarantine.
11. Studies/Experiments
 
THIS SECTION MUST BE COMPLETED IN ALL CASES! 
 
Section 11 is to document whether the changes in sections 4-10 and 12 of this form affect the protocol's approved experimental designs or will be part of a new experimental design.
 
The experimental design includes the species and (for rodents) strains used, the group size, the number of groups, the conditions applied to each group (e.g., vehicle control, experimental drugs, cell lines, infectious agents), the number of times the experiment will be performed in total, and the sequence of procedures performed on live animals during the experiment.
  
Please check all boxes that apply. All changes described in sections 4-10 and 12 must be documented in this section. If you have any questions about completing this section, please email the IACUC Office before submitting your amendment.
Which approved experimental design(s) will be affected?
 
Please identify the design(s) using their designations in the approved protocol, such as by number, title, etc. (These designations are typically found in G.2, Experimental Design.) For experimental designs added by amendment, please refer to the amendment approval date.
 
Please only list designations for the approved design(s) - do NOT restate or summarize the design(s).
i. Which approved experimental design(s) will be affected?
 
Please identify the design(s) using their designations in the approved protocol, such as by number, title, etc. (These designations are typically found in G.2, Experimental Design.) For experimental designs added by amendment, please refer to the amendment approval date.
 
Please only list designations for the approved design(s) - do NOT restate or summarize the design(s).
ii. For the approved experimental design(s) above, please describe all changes in group size, number of groups/conditions tested, number of repeat experiments, and/or what procedures are performed sequentially on live animals during experiments.
i. Please describe the new experimental design. The following details must be included in your description:• The species and strain(s) used• The number of animals per group• The number of groups• The experimental conditions applied to each group• The number of repeat experiments• A sequential list of procedures performed on live animals during the experiment
• Rationale for the number of animals required - please explain how it was determined that the group size, number of groups, and number of repeat experiments you are proposing represent the minimum number of animals needed to obtain valid resultsIn your description, it should be clear how many animals will be affected by each of the changes proposed in sections 4-10 above.
ii. Please describe the endpoints for the new experimental design as follows. You do not need to complete section 12 after describing the endpoints here.• Please state the experimental endpoint(s) for the design (e.g., tumor size, specific time point after administration of study agent)• Please state if you will adhere to the approved humane endpoints for the protocol and/or describe all new humane endpoints, including what clinical signs will be monitored and the frequency of monitoring
12. Experimental and Humane Endpoints
 
Use this section to describe any new experimental or humane endpoints or to make changes to approved experimental or humane endpoints. Please see the following for additional guidance.
 
• Experimental endpoints are criteria that reflect the target endpoint of your study/experiment.• Humane endpoints are clinical signs that would necessitate euthanizing an animal early – before it reaches the target experimental endpoint – to prevent pain/distress.• If you are adding new studies/experiments in section 11, the endpoints of those studies/experiments must be detailed in this section.• For endpoint guidance, please see SOP T006, “Endpoints in Animal Study Proposals.”
a. Will this amendment add experimental or humane endpoints to the protocol?
If Yes, please describe all new experimental endpoints and/or humane endpoints.
b. Will this amendment change the approved experimental or humane endpoints of the protocol?
If Yes, please describe how the approved experimental and/or humane endpoints will change.
13. Animal Numbers
 
THIS SECTION MUST BE COMPLETED IN ALL CASES! 
 
Will this amendment increase the approved animal total for the protocol?
Please indicate how much the animal total will increase by Pain/Distress Category.
If the total increase is greater than 20% of the approved three-year animal total, cumulative with prior-approved increases (contact the IACUC Office for guidance), please provide an updated rationale for the number of animals used on the protocol. The rationale should address how it was determined that the group size, number of groups, and number of repeat experiments represent the minimum number of animals required to obtain valid results.
14. Changes in Pain/Distress Categorization
 
Will this amendment change the pain/distress categorization as approved on your protocol?
Pain/Distress Category C: Animals to be used in procedures with minimal, momentary, or no pain or distress. This may include breeding, animals used for tissue collection, and sublethal irradiation where animals are expected to experience only minimal/momentary pain or distress.
 
Pain/Distress Category D: Animals that will receive appropriate anesthetics, tranquilizers, or analgesics to alleviate pain and/or distress. Also, For example, all animals bearing tumors, undergoing bone marrow transplantation, undergoing survival surgery, or undergoing lethal radiation with intent for long-term follow-up.
 
Pain/Distress Category E: Animals that will experience pain and/or distress without alleviation, such as animals in an MTD study, animals in a sepsis model, or animals in a model of chronic disease (e.g., EAE).
Please check all that apply.
Please check all that apply.
Dana-Farber Cancer Institute Animal Care and Use Committee Stress Statement for Tumor Bearing AnimalsTumor bearing animals have been proven to be an indispensable means of establishing an in vivo pre-clinical database in the development of new anti-cancer treatments.Such animal models allow the development of clinically relevant treatment methods, including diagnostic tests to demonstrate optimum route, dosing regimen, and mechanism of novel chemotherapeutic agents. These models also enable in vivo assessment of new therapeutic approaches that combine radiation treatment with these novel agents.These treatment factors cannot be established by in vitro testing methods.The Dana-Farber Cancer Institute observes the NIH/NCI guidelines on the limits of tumor size and imposes veterinary clinical limitations for animals (i.e., good general health, adequate food and water consumption, no overt physiological impairment, no skin lesions, etc.). These precautions do not eliminate the possibility of distress occurring with individual animals bearing tumors. As a result, all animals should be monitored daily for signs of distress.For tumor-bearing rodents, the ARF Training and Compliance Manager, in collaboration with the Attending Veterinarian and the IACUC, has developed a Standard Operating Procedure (SOP) titled, "Guidelines for Tumor Production in Rodents," (#T009) that addresses the details of monitoring these animals. This SOP is available on the ARF website: http://dfciarf.partners.org/Main.aspx
Dana-Farber Cancer Institute Animal Care and Use Committee Justification for Bone Marrow Transplantation Procedures in Laboratory MiceProcedures for bone marrow transplantation (BMT) in laboratory mice are highly standardized and are the basis for the clinical techniques used in human and veterinary medicine. There is no in vitro method that can recapitulate the animal model for these studies. The basic procedures include irradiating the recipient mice to ablate the bone marrow and then injecting donor mouse bone marrow preparations intravenously using aseptic technique. Although researchers who perform these procedures are highly proficient in their technique, mice that have had their bone marrow ablated by irradiation will still experience stress from the resulting transient anemia and leukopenia. It is not uncommon for a few recipient mice to die following the basic procedures or succumb due to rejection of the engraftment. Additionally, comparative studies of new methods of preparing donor samples or controlling rejection may have different levels of distress and mortality rates than current protocols due to changes in experimental design, method of irradiation, or use of therapeutic drugs. However, a current literature search indicates there are no less stressful alternative procedures to study BMT in the laboratory mouse than ablation of the bone marrow by irradiation followed by intravenous injection of bone marrow preparations using aseptic technique.
Use the table below to record each change in pain/distress categorization and then justify the changes in the subsequent text field.
 
Important: Type "See 13" in Number of Animals Affected IF the number of animals affected is recorded in section 13 as part of an increase in numbers.
New Pain/Distress Category	
Briefly Explain Change in Pain/Distress
Number of Animals Affected
15. Literature Searches and Justification
 
The DFCI IACUC, in consideration of the U.S. Government Principles for the Utilization and Care of Vertebrate Animals Used in Testing, Research, and Training and the Animal Welfare Act (AWA) Regulations, requires Principal Investigators to make a good faith effort to consider alternatives to each procedure (including those with anesthesia/analgesia and terminal procedures) or condition that may cause more than momentary or slight pain or distress to the animals, and provide a written narrative of the methods used and sources consulted to determine the availability of alternatives, including refinements, reductions, and replacements. This is accomplished by conducting a literature search for each new procedure or condition where there will be pain and/or distress that will be alleviated with appropriate anesthetics, tranquilizers, or analgesics (USDA Pain/Distress Category D) or will be unalleviated pain and/or distress (USDA Pain/Distress Category E).If less painful or distressful alternatives are found, the narrative must address why these alternatives cannot be used to achieve the scientific goals of the study. Narratives indicating "this procedure is widely used" or "this procedure is the gold-standard" or “this procedure is more cost-effective” are not acceptable.
Please complete a literature search for each potentially painful or distressful procedure or condition (e.g., adverse effect or phenotype) proposed in this amendment.
 
Each literature search should include keywords specific to the potentially painful or distressful procedure or condition and keywords specific to the animal model (e.g., mouse). For help with your literature search, the Animal Welfare Information Center (AWIC) provides tips for alternatives literature searches that may be useful. There are also links to other literature search guidance on AWIC’s website.
Literature Search 1
Did you find any less painful or distressful alternatives to the painful/distressful procedure or condition?
If Yes, please provide scientific justification to explain why this procedure/condition is necessary (e.g., explain why the alternative is not viable for your study).
Literature Search 2
Did you find any less painful or distressful alternatives to the painful/distressful procedure or condition?
If Yes, please provide scientific justification to explain why this procedure/condition is necessary (e.g., explain why the alternative is not viable for your study).
Literature Search 3
Did you find any less painful or distressful alternatives to the painful/distressful procedure or condition?
If Yes, please provide scientific justification to explain why this procedure/condition is necessary (e.g., explain why the alternative is not viable for your study).
Literature Search 4
Did you find any less painful or distressful alternatives to the painful/distressful procedure or condition?
If Yes, please provide scientific justification to explain why this procedure/condition is necessary (e.g., explain why the alternative is not viable for your study).
Literature Search 5
Did you find any less painful or distressful alternatives to the painful/distressful procedure or condition?
If Yes, please provide scientific justification to explain why this procedure/condition is necessary (e.g., explain why the alternative is not viable for your study).
Literature Search 6
Did you find any less painful or distressful alternatives to the painful/distressful procedure or condition?
If Yes, please provide scientific justification to explain why this procedure/condition is necessary (e.g., explain why the alternative is not viable for your study).
Literature Search 7
Did you find any less painful or distressful alternatives to the painful/distressful procedure or condition?
If Yes, please provide scientific justification to explain why this procedure/condition is necessary (e.g., explain why the alternative is not viable for your study).
Literature Search 8
Did you find any less painful or distressful alternatives to the painful/distressful procedure or condition?
If Yes, please provide scientific justification to explain why this procedure/condition is necessary (e.g., explain why the alternative is not viable for your study).
Literature Search 9
Did you find any less painful or distressful alternatives to the painful/distressful procedure or condition?
If Yes, please provide scientific justification to explain why this procedure/condition is necessary (e.g., explain why the alternative is not viable for your study).
Literature Search 10
Did you find any less painful or distressful alternatives to the painful/distressful procedure or condition?
If Yes, please provide scientific justification to explain why this procedure/condition is necessary (e.g., explain why the alternative is not viable for your study).
To include more than ten literature searches for potentially painful and/or distressful procedures or conditions, please complete all fields above in a Word document for each additional literature search.
Upload the Word document to Smartsheet when you upload this amendment form.
16. Change in Scope of Project/Study Approved by Funding Agency/Sponsor
 
Does this amendment change the project scope or study, as approved by the funding agency/sponsor, of any grants that are associated with this animal protocol?
 
For NIH grants, please see the NIH Grants Policy Statement, section 8.1.2.5, for detail on what constitutes a change in scope. Examples include changes in the specific aims approved at the time or award and substitution of one animal model for another. For DOD grants, please be advised that the DOD requires ACURO approval in advance for all changes to DOD-funded studies, not just changes in scope.
If Yes, prior-approval from the funding agency/sponsor and notification to DFCI’s Office of Grants and Contracts may be required. Before you submit this form, contact the Office of Grants and Contracts or your Grant Management Specialist to discuss and then select the appropriate response below.
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