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Patricia A. Brown, VMD, MS DACLAM 
Director, OLAW 

December 13, 2012 



Annual Reporting is required of each 
institution with an approved 
Assurance  
 

PHS Policy Part IV.F. 

2 



Due dates: 
 Calendar year due to OLAW by 

January 31st 

 Non-calendar year due to OLAW  
30 days past the end of the  
12 month reporting period 

3 



1. At least once every 12 months, the IACUC, 
through the Institutional Official, shall 
report in writing to OLAW:  

a. any change in the institution's program 
or facilities which would place the 
institution in a different category than 
specified in its Assurance (see IV.A.2. of 
this Policy); 

b. any change in the description of the 
institution's program for animal care and 
use as required by IV.A.1.a.- i. of this 
Policy; 
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c. any changes in the IACUC 
membership; and 

d. notice of the dates that the IACUC 
conducted its semiannual evaluations 
of the institution's program and 
facilities and submitted the 
evaluations to the Institutional 
Official.  
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2. At least once every 12 months, the 
IACUC, at an institution which has no 
changes to report as specified in 
IV.F.1.a.-c. of this Policy, shall report 
to OLAW in writing, through the 
Institutional Official, that there are 
no changes and inform OLAW of the 
dates of the required IACUC 
evaluations and submissions to the 
Institutional Official. 
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http://grants.nih.gov/grants/guide/notice-files/NOT-OD-12-020.html 



By December 31, 2012, Assured institutions 
must: 
 Complete at least one semiannual program 

review using 8th Edition  
 Develop reasonable plan and schedule  
 All changes need not be completed, but 

plan and schedule must be in place 
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 Institutions must verify to OLAW in 
their 2012 annual report that they 
have met the required schedule for 
implementation of the Guide 

 Sample annual report has added 
statements and check boxes to 
allow easy verification 
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 An updated annual report sample 
document for 2012 is available on 
the OLAW website 

 The annual report must be signed 
and dated by the Institutional Official 
and the IACUC Chair 
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 Download the sample document from 
the OLAW website at  
http://grants.nih.gov/grants/ola
w/sampledoc/report.htm 

 Complete the report 
 Print the completed document 
 Obtain signatures 
 Scan to PDF  
 Submit via e-mail 

olawarp@mail.nih.gov  
11 



12 



13 



14 



 Changes to the animal care and use 
program as described in the Animal 
Welfare Assurance  

 Change in the lines of authority or 
administrative reporting channels 

 Modification of IACUC procedures  
(Part III.D. of the sample Assurance) 

 Modifications to the occupational 
health or training programs 
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 Change in the veterinarian  
 Change in the veterinarian’s 

authority or responsibility 
 Changes in buildings, species, or 

approximate numbers of animal 
housed  
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 Please provide:  
 Name, title, degree/credentials 
 Mailing address  
 Telephone number  
 Fax number 
 E-mail address 
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Please provide IACUC office contact information: 
 IACUC office mailing address  
 IACUC office telephone number   
 IACUC office fax number  
 IACUC office e-mail address  

 
NOT information for the IACUC Chair 
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 Convert the signed annual report to a 
PDF document 

 E-mail the report to: 
olawarp@mail.nih.gov  

 No online submission for the 2012 
report  

 Do not FAX 
 Do NOT send hard copy (US Mail, 

FedEx, etc.) 
 

27 



28 



Our last report covered the non calendar year 
ending March 31, 2012, and we were 
informed that our next report was due by 
April 30, 2013. More recently, we received an 
e-mail stating that the due date for all 
annual reports was January 31, 2013.  
 
Could you clarify which of those two dates 
applies to our institution? 
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Does the institution have to submit an annual 
report if they have recently renewed their 
Animal Welfare Assurance?  
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If there are programmatic changes after the 
annual report has been submitted to OLAW, 
how should the institution report these?  
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For the semiannual program review and 
facility inspections, does the institution have 
to list all of the facilities and the dates they 
were inspected?  
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If the inspections are performed throughout 
the six-month period, does the report have 
to identify which facilities were reviewed at 
which times? 
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What happens if the semiannual dates are 
more than six months apart?  
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Can we submit the annual report prior to 
December 31?  
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What if the annual report is submitted late?  
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What is considered noncompliance regarding 
information contained in the annual report?  
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Do the minority views need to be explained 
in the annual report, or just report the dates?  
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Is a “no” vote by a member when the IACUC 
is voting on acceptance of a protocol a 
minority view?  
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What if the IO is not available to sign the 
annual report?  
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What if the Chair is not available to sign the 
annual report?  
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If a new program component is added, and 
it’s not AAALAC accredited, does that change 
the status of the institution from category 
one to category two?  
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If we open a new building that becomes part 
of our existing AAALAC accredited animal 
program, does this change our category 
designation?  
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Should changes in the Assurance be reported 
in the annual report or as they occur?  
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In preparing our OLAW annual report we have 
identified some major changes that have 
occurred in our program including: 
 an updated PI and IACUC member training 

policy 
 a newly developed occupational health and 

safety program  
 new IACUC members 
Is it correct that we include these major 
changes in our upcoming annual report? 
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The following changes do not alter our animal 
program as much as they change the mechanism 
used to comply with the requirements. Do we 
need to include these in our upcoming annual 
report?   
 Creating a new subcommittee of the IACUC  

to follow up on animal use concerns  
 Adding the harm/benefit analysis of animal 

use in research during our protocol review 
 Correcting a sentence in our Assurance 

concerning how we conduct Designated 
Member Review.  
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If an institution had to make tons of program 
changes to implement the standards of the 
new Guide, how much info should they 
report?  
The instructions under program changes 
indicate: “This institution’s program for 
animal care and use has changed (PHS Policy 
IV.A.1.a-i.). [Attach a full description of the 
changes.]”  
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Can you please clarify the species change 
notification requirement? What kind of 
changes are we talking about? 
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Our IACUC has created a policy to use 
designated member review subsequent to 
full committee review in our IACUC review 
process. Should we report this as a program 
change in our annual report?  
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Should Interinstitutional Assurances 
approved by OLAW be included in the annual 
report?  
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If our Assurance has substantially changed, 
but is not due for renewal for two years, 
would OLAW prefer to receive the changes 
via the annual report or a completely new 
Assurance?  
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Since our programs have been updated to 
implement the Guide 8th Edition and the 
OLAW Sample Animal Welfare Assurance was 
revised earlier this year, is it expected that 
we submit an updated Assurance for 
approval? 

52 



We have a disaster plan completed but the 
IACUC has not yet completed reviewing the 
document and may require more revisions. 
How should this be reported? 
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You have mentioned that our institution 
should have a reasonable plan and schedule 
for implementing the changes that are 
required to meet the Guide 8th Edition 
standards. What does OLAW consider a 
reasonable plan and schedule? 
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Our agreements with collaborating 
institutions are being written but since this 
requires both IACUCs to review the changes 
it has taken longer than expected and we do 
not have them completed. How do we report 
this? 
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It is my understanding that if an institution 
has undergone an AAALAC site visit during 
the year - that it would suffice for the annual 
report. Is this correct?  
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If our PHS Assurance is being evaluated for 
renewal, would the renewal Assurance 
document complete the requirements of the 
annual report?  
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Are the completed annual reports to OLAW 
posted online or available via FOIA?  
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Can you clarify the requirements for the 
IACUC Chair and members’ addresses, phone 
numbers, et cetera?  
Do those need to be reported if it is not the 
address and phone number for the IO or the 
IACUC Office?  
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What if the IACUC office does not have an  
e-mail address?  
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Is e-mail submission of a PDF document the 
only accepted method this year?  
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Does OLAW recognize the category of  
non-voting member of an IACUC and  
if so what responsibilities could such  
a member have?  

62 



Do minority views of nonvoting members of 
the IACUC need to be provided in the annual 
report?  
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Do nonvoting IACUC members need to sign 
the semiannual report?  
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If the AAALAC site visit doesn’t coincide with 
our semiannual inspection date, will it still be 
acceptable as one of our inspections?  
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If we are not required to list IACUC member 
names, how does OLAW track and review the 
IACUC members?  

66 



What’s the earliest date that annual reports 
can be submitted?  

67 



What protects IACUC members from having 
their contact information used by animal 
activist organizations?  

68 



 What does OLAW do with the annual reports? 
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Disaster Planning  
Stephen Durkee   
March 7, 2013 

 
 

Training Issues 
Sara Munro   
June 20, 2013 
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