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Letters to the Editor 
Innovative, But Not Compliant 

To the Editor: 
The NIH Office ofLaboratory Animal Welfare 
(OrAW) and USDNAPHIS, Animal Care 
(AC) have reviewed the February 2001 Lab 
Animal' article, "An Innovative IACUC 
Protocol System" by Katie Traxel [30(2):32-
35]. We recognize the many positive innova-
tive and burden-reducing elements in the sys-
tem (for example, the Investigator's Web). We 
also recognize that there are circumstipces 
under which the PHS Policy on Humane Care 
and Use of Laboratory Animals (PHS Policy) 
and/or the Animal Welfare Act Regulations 
(AWAR) do not apply. Nevertheless, both 
OrAW and AC find elements of the system, as 
described, to be noncompliant with the feder-
al requirements for protocol review. 

Because many readers of Lab Animal are 
subject to these federal requirements, we 
believe that clarification of these inconsisten-
cies is essential. Relatively minor modifica-
tions ofthe described system could be made to 
make it fully compliant. 

Under the PHS Policy and AWAR there are 
only two protocol review models--full-com-
mittee review and designated-reviewer review. 
The "Innovative IACUC Protocol System" (IS) 
appears to be a hybrid of these two review 
methods, and fails to fully satisfy the require-
ments of either system. 

The IS does not meet the full committee 
review model because full review must 
occur in real-time and with a convened 
quorum of the IACUC participating (see 
lLAR Journal 37(4):190-192; http://grants. 
nih.gov/grants/olaw/references/ilar95.htm). 

Under the designated-reviewer model, all 
members must be given the opportunity to 
call for full-committee review of a given pro-
tocol. This step appears to have been omitted 
in the IS. Designated reviewer(s) may only 
"approve, require modifications in (to secure 
approval), or request full committee 
review..." Designated reviewers do not vote. If 
the IS is attempting to follow the designated 
reviewer model, with all members being treat-
ed as designated reviewers, then every mem-
ber must respond with one of the above three 
options. Under these circumstances, a quo-
rum of designated reviewers approving the 

protocol is not sufficient and approval by all is 
required. If modification occurs at any stage 
of the review, all designated reviewers must 
see and approve the changes. 

Other elements of the article require fur
ther clarification to determine whether they 
are compliant. It is unclear what role the 
IACUC Coordinator has in editing the 
IACUC's comments. Modification ofthe offi-
cial record of review would seem to be highly 
inappropriate. Regarding the final approval 
role of the Coordinator, if it is simply admin-
istrative ("clicking the button"), then we rec-
ommend it be so stated. 

The statement that the Coordinator may 
assign the protocol to veterinarians or safety 
personnel implies that these individuals 
might not be involved otherwise, and that the 
Coordinator would be referring the protocol 
to a veterinarian other than the one on the 
IACUC. Elsewhere, it is stated that protocols 
are not designated to specific reviewers. This 
appears to be contradictory. 

In order to modify the IS to conform with 
federal requirements, it is first necessary to 
clearly recognize which mode of review (full 
or designated) is being emulated. The appro-
priate procedures, in the required sequence, 
can then be designed into the system. In this 
case, such modifications would appeal' to be 
minor and would not substantially diminish 
the intended benefits of the IS. We would be 
pleased to collaborate in the design of model 
electronic protocol review systems that are 
consistent with PHS/USDA requirements. 

Nelson L. Garnett, DVM, Director, NIH, 

Office of Laboratory Animal Welfare 

W. Ron DeHaven, DVM, Deputy 

Administrator, USDA, APHIS, Animal Care 

Editor's note: 
As stated above, the article in question was 
meant to showcase how one facility is 
attempting to reduce time and effort 
through an innovative online system. We 
regret that editing changes might have creat-
ed the impression that the system is fully 
compliant, and appreciate that OrAW and 
USDNAPHIS took this opportunity to clar-
ify federal policy and regulation regarding 
this important matter. 
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An Innovative IACUC Protocol System 


Katie C. Traxel , BS, RLATG 

The author describes a web-based 
system that has decreased paper

work and protocol approval time, 

while making protocols available for 
viewing by the research community. 

Traxel is Training Coordinator, Department 

of Comparative Medicine, Abbott 

Laboratories, D403-AP13, Abbott Park, IL 

60064. Please send reprint requests to 

the author at the above address. 

As is the case in all institutions that abide 
by the guidelines outlined in the Animal 
Welfare Act and the Guide for the Care and 

Use of Laboratory Animals, protocols at 
Abbott Laboratories involving animals 
require approval by the Institutional 
Animal Care and Use Committee 
(IACUe). This approval process had 
evolved from blank paper forms to elec-
tronic templates, which helped to guide the 
investigators by including multiple answers 
in drop-down menus and tab-stop fields. 
While the guidance provided by the tem-
plates was an improvement for the investi-
gators and the IACUC, the review and 
approval process still required distribution 
of multiple paper copies to each 
Committee member. Additionally, once 
approved, the protocols were not readily 
available for review by the research com-
munity. 

We decided that web-based technology 
could provide us with an improved system 
for handling the protocol submission and 
approval process, which could save time 
and allow for data sharing. We consulted 
with a local database design company with 
the objective of improving this process for 
the investigators and the IACUC by mak-

typicaUy what an investigator 
would see when slbe logs in. 

FIGURE 1. The investigator's log on page. 

ing the protocols available online. The con-
sultant recommended a web-based inter-
face to a database and helped us design our 
current system, which we describe here. 

The Investigator's Web 
When an investigator logs on to the 

IACUC protocol system page on our cor-
porate intranet, she is presented with a 
number of options, including searching for 
protocols by key words, title, or number; 
amending one of her own protocols; or 
creating a new protocol (Fig. 1) . Once she 
chooses to create a new protocol, the sys-
tem takes her through a series of questions. 
Each step in the protocol is a separate web 
page, and as the investigator moves on to 
the next page, the information is saved to 
the database. 

Different questions direct the investiga-
tor to different types of answers. In most 
cases, the system guides the investigator to 
answer questions by asking her to choose 
from one or more radio buttons or drop- Idown menus, e.g., when asked to justify the 

I 
! 
~number of animals requested, the investi-

gator can choose from the following: 1) 
group size to achieve statistical signifi-
cance; 2) repetitive trials planned, best 

I 
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Some choices are programmed as "standard" and 
require no justIfication. Other choices are "n0n-

standard" and require justiflClltion of that choice. Those 
determmations .... made by the database admini,trator 

and can he easily changed. 

FIGURE 2. The navigation bar at the left shows completed steps with 
incompleted steps with a red dot. 

guess of 12-month use; 3) repeated use of 
animals in "pool," number allows rest 
between uses; and 4) other (define). In 
areas where text is the most appropriate 
response, free text boxes are available for 
input. 

As the investigator moves through the 
protocol, a navigation bar shows each com-
pleted step with a green dot and each as yet 
uncompleted step with a red dot (Fig. 2). 
The investigator can use the navigation bar 
to jump from step to step and change or 
review any step in the protocol at any time. 
The system recognizes different compo-
nents of the protocol and includes or 
excludes questions based on information 
provided by the investigator, i.e., one ques-
tion asks if surgery will be performed. If the 
investigator chooses "yes," a whole set of 
surgery questions are included in the navi-
gation bar (Fig. 3). The investigator can exit 
the system at any time and return later to 
pick up where she left off, Once the proto-
col is completed, the investigator clicks a 
button to electronically "submit" the proto-
col to the IACUC. At this point, the system 
locks out everyone but the Committee from 
access to the protocol and will not permit 

a green dot, 

any changes to it. The investigator is also 
prompted to print an assurance page, 
which she must sign and submit as a paper 
document. 

"'~"""""" ="=

The IACUC's Web 
A submitted protocol is automatically 

routed to the IACUC. Committee mem· 
bers log on to the same page on the 
intranet and a list of protocols awaiting 
their review appears (Fig. 4). The 
Committee members can read the protocol 
online, comment on the protocol, and 
indicate their approval or disapprovaL 
Rather than designating specific reviewers 
for each protocol, at minimum, a quorum 
of Committee members must approve each 
protocol. The system allows IACUC mem-
bers access to comments made by other 
Committee members. The comments are 
stored as a permanent part of the protocol, 
and the Committee members continue to 
have access to the protocol and all the com-
ments and discussion until final disposi-
tion of the protocol. If a protocol is 
returned for revision, it appears on the 
investigator's task list. 

The IACUC Coordinator's Web 
The IACUC Coordinator directs the 

protocol through the approval process. He 
views the Committee's comments and has 
access to edit them during the online dis-

WIII"'JIO'Y(oa_ :;;~~bo "':=====. Wherever possible, steps in the:: _
to Y... r No protocol creation process ask yesloo 

questions or Mve drop-down menus 
allowing choices. 

Choosing ''yes'' t~ either 
questio!> ahove. expand. 

the navigation bar to 

inelude the steps for 
til0se sections. 

FIGURE 3. A "yes" answer on the Surgery/Hazardous Material page will result in surgery
related questions on the navigation bar on the left side of the screen. 

33 



RESOURCE Volume 30, No.2 Lab Animal February 2001 

and therefore has additional tasks on 
his task bar. Here is a protocol 

awaiting his review. 

FIGURE 4. Protocols awaiting action by an IACUC member. 

cussions. The Coordinator can electroni-
cally add approval steps, i.e., safety or addi-
tional veterinary review. He keeps track of 
the protocol's progress and, upon direction 
from the Committee, can send the protocol 
back to the investigator for revision. He 
also clicks the button that approves the 
protocol (Fig. 5). 

The Research Community's 
Web 

We define the "research community" 
as those participating in a protocol. 
Investigators, technicians, safety profes-
sionals, and the lab animal department all 
have access to the protocol system, and can 
look up all approved protocols from any 
computer in the corporation. There are 
multiple search options, including species, 
surgery, restraint, investigator name, and 
approval dates (Fig. 6). 

The Database 
The backbone of the system is a 

Microsoft® Access database. The database 
has two functions: storing the information 
contained in the protocol, and storing the 
criteria that generate the website options. 
For instance, we consider shoebox cages 
with bedding to be "standard" rodent 
housing. The database administrator des-
ignates that type of housing as "standard" 
in the database (Fig. 7). An investigator 
who chooses something other than shoe-

box cages with bedding as the housing 
choice on his protocol will be forced to 
provide justification for that choice in a 
text box on the website. The database 
administrator can change shoebox cages to 
"non-standard" and designate something 
else as "standard" and the website would 
then force the investigator to justify shoe-
box cages. 

The database also stores the list of 

users who have access to the system and 
their passwords. The database adminis-
trator determines what roles these users 
play, and then dictates the user's privi-
leges. Investigators can create protocols. 
Participating personnel, typically 
research technicians, can view approved 
protocols. Committee members can view 
protocols in the approval process and the 
comments of their fellow committee 
members. Veterinarians and Safety 
Personnel can view protocols in the 
approval process and view the comments 
if the IACUC Coordinator has assigned 
them the protocol. The IACUC 
Coordinator oversees the Committee's 
work on the protocol, adds or deletes 
approval steps, and ultimately clicks the 
button to approve the protocol. The 
Committee Chair can take over the func-
tions of the IACUC Coordinator and also 
functions as a Committee Member. As 
personnel change, the database adminis-
trator can easily add people to the differ-
ent roles or change an individual's role 
and thereby change her privileges in the 
system. Potentially, the database adminis-
trator could "tamper" with protocols, so 

Select Proto<oI: 1KT'••nhoncemo... let112 __ ::J 
m••"""""" Klilbryn Tr...1 

Instt..dlons: Click Ofi the -St'p"link10 updatelchang<tthe s:lep, elick 00 ~Ntjgnjj dTo~ link 10 view 
Protocol and cnmmentSl, cl1ck the -Add NtwStep~ button belO'W'to .dd a atepto the .efeet.dprotocol, and 
cUck on ·Re:movad Cheeked"to d8ltte etaps that you have checked. 

:PIiRJACOBSON 

Othcw .edOM for 'Chis protocol: 

Add ApP''''''' Stop I 
Sind Bed: to Irty"\ig!atorfof ReVl9ion 
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FIGURE 5. The IACUC Coordinator's page. The Coordinator can follow the progress of the 
Committee's actions on any protocol and can approve the protocol on screen. 
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he is therefore in a position of trust. 
This system is as secure as any password-

based system can be. The entire system is 
behind the corporate firewall and cannot be 
accessed by anyone outside the organiza-
tion, besides the outside IACUC members 
who are listed as consultants and can access 
the intranet remotely from their homes. 

Future Enhancements 
As soon as the system was operational, 

users had suggestions for future features. 
We are currently beta-testing the next gen-
eration, which includes the following new 
features: 
• Allows the user to change her own pass-

word; 

Olit ... Crittd.,  
Uti< JJu. """'. crlhlrlajormjor otIur ibm..10 #fJIf:hjor lnfi-. a ProtocoL So"", •..,..,"',..,. .up_iIor ..I"", "'" ,.  
ma.".. crtt.rlu lC nanY.WI yeur ""reb. 

d with outside Lab" 

JD 
A1telllate sentCh criteria are 

also available using 
information entered during 

the protocol creation process 
and stored in the database 

FIGURE 6. Information on an approved protocol is available to all protocol participants. 

'j( 

The attributes of the selectIOns 
are conn'Olled including 

"'standard" vs. "non~standard". 
Non-standard requires 

justification if cbosen. Items 
can be added or deleted easily. 

FIGURE 7. "Standard" options are programmed into the database. Researchers may 
select "standard" options or must justify using "non-standard" choices. 

• Allows 	 multiple viewers of a protocol 
during the creation phase. In the cur-
rent system, only one person creating the 
protocol can view it while it is in process. 
The next version will allow the investiga-
tor to specify a list of people who can 
view the protocol up to the time it is sub-
mitted; 

· Allows the investigators a text box for 
comments during revision. Currently, 
when a protocol is sent back to the inves-
tigator for revision, she can only change 
the data, but cannot make any com-
ments. The next version will give the 
investigator a comment box; 

· Allows the IACUC a second set of com-
ments. Following revision, an investigator 
resubmits the protocol. The new version 
will provide a separate space for the 
IACUC to make post-revision comments. 

Conclusion 
Both the investigators and the IACUC 

have responded favorably to this new sys-
tem. There has been a significant reduction 
in paper moving through the corporation. 
Most protocols can now be approved in 
less than half the time previously required. 
The website-directed questions help the 
investigators provide the answers the 
IACUC requires for its decisions. The in-
house research community now has the 
ability to easily view what other investiga-
tors are doing and, we hope, will collabo-
rate with them to avoid redundant work 
and to share techniques. An unexpected 
benefit has been the stimulation of more 
Committee discussion online than was 
typical in meetings. 

The Committee still meets regularly to 
discuss IACUC policies and procedures, 
inspection results, and any protocols the 
Committee believes require face-to-face 
discussion. Hard copies of Committee 
members' votes and the investigator's 
assurance are kept and filed with a hard 
copy of the protocol. 

Received 12/1/00; accepted 12/13/00. 
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