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In Part 1 of this article we reviewed 
one possible overarching approach to 
auditing an institution’s new Stem Cell 
Research Program. In Part II, we will 
look at two areas mentioned in the fi rst 
article—Personnel Issues, and Facilities 
and Equipment Issues—and we will 
examine them in more detail. Note that 
the theoretical approach described in 
this article is based on the federal law 
that exists at the time this article was 
written.

Personnel Issues
Because stem cell research is such a 
controversial issue, and because of the 
belief that there is a lot to be gained 
such as fame, money, and prestige, by 
initial discoveries in stem cell research, 
personnel issues rise to the top in terms of 
audit risk. In discussing personnel issues, 
we will consider all people working on a 
stem cell research project, which includes 
faculty, staff, students, and outsiders. 
Outsiders are a somewhat different 
consideration, but you may want to 
clear them (perform background checks, 
verify credentials), train them on your 
policies and procedures, approve them 
for working on stem cell research at your 
institution, and monitor them the way 
you would anyone else working on stem 
cell research at your institution.

An institution may be concerned 
about the following considerations with 
respect to the people working on stem cell 
research grants: 

Clearance activities

Performance of background checks, 
verifi cation of credentials.

Training

Provision of training on your 
institution’s policies and procedures 
in general and with respect to stem 
cell research.

•

•

Approvals

Obtaining fi nal approval from 
an accountable manager for an 
individual to work on stem cell 
research at your institution.

Time and Effort 

Ensuring that effort recording and 
reporting is taking place for all 
individuals working on stem cell 
research at your institution. 

Monitoring all of the above

Ensuring that the tools are in place 
for recording and monitoring the 
above activities to make sure they are 
taking place.

And indirectly:

Access to information (both physical 
and logical access)

Intellectual Property Issues

 Materials Transfer Agreements/Stem 
Cell Lines

Addressing the above items for an 
institution’s own people should not be 
too diffi cult. However, as outsiders visit 
the institution, you should think about 
what controls are in place to make sure 
they are identifi ed as participating in 
research, receive training in policies and 
procedures and are cleared and approved 
to participate in the project. 

Questions you will want to consider 
are: 

Who is responsible for these 
outsiders? 

•

•

•

•

•

•

•

How will they record their time and 
effort? 

What information will they have 
access to? 

What materials are they bringing 
with them? 

What materials are they leaving the 
organization with? 

What information do they have 
access to while here? 

Overall, what controls are in place 
to ensure that outsiders who are not 
cleared, trained, and approved are 
not working on stem cell research 
projects at the institution? 

What controls are in place to prevent 
or detect materials brought to the 
institution that is not covered by a 
materials transfer agreement?

Unlike the Facilities/Equipment 
category below, there are no rules to 
follow, per se, with the exception of effort 
reporting, when addressing personnel 
issues. You will be mostly auditing to 
your institution’s policies, procedures, 
and protocols.

With respect to effort reporting, the 
emphasis should be on ensuring that 
unallowable activities, such as effort 
on ineligible stem cell research, are not 
supported by federal funds. More than 
likely, your institution has adequate 
policies, procedures, and systems for 
monitoring and confi rming work efforts 
on federally funded research. But the 

•

•

•

•

•

•
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institution may want to write additional 
policies and procedures for issues specifi c 
to stem cell research. For instance, you 
may require a procedure for obtaining 
advanced approval for changes in effort 
commitments on stem cell research 
projects, or policies and procedures to 
ensure that outsiders are accurately 
recording their time and effort (T&E).

As you read the following assertions, 
you will notice two major concerns for 
auditors. First, that policies, procedures, 
and protocols are in place. And second 
that some method — perhaps a software 
system —enables the policies, procedures, 
and protocols to be followed. 

Typical Assertions for Personnel 
Issues are:

1) Policies, procedures, and 
protocols are in place to identify and 
authorize all individuals, including 
subcontractors, who wish to work on 
stem cell research, regardless of the 
funding source. There should be evidence 
of compliance.

Example: You will be looking 
for evidence that those who are 
working on stem cell research 
are identifi ed to the institution 
and have been properly cleared 
and approved for the project 
before beginning their research. 
One audit concern is whether 
personnel who have not been 
trained could be working on 
stem cell research. Therefore, the 
source of the sample for testing 
should be the entire population 
of all individuals working on 
stem cell research. If you have 
reason to believe there are people 
working on stem cell research 
that have not been identifi ed 
to the institution or have not 
received necessary training, you 
should perform a site visit in 
the actual areas where research 
is taking place. By going to the 
source you will be able to select 
your test sample while there. 

2) That an effective means has been 
established, and is followed, such as an 
organization-wide registry, to identify, 
record, and monitor all personnel and 
key individuals participating in stem cell 
research; and for conducting background 
clearances, providing training, obtaining 
approvals, making project assignments, 
and identifying locations where research 
activity will occur.

3) Policies, procedures, and 

protocols are in place and being followed 
to control the required time and effort 
(T&E) recording including allowable 
effort, changes in effort commitments, 
and benefi t allocation of effort between 
registry and non-registry lines. 

Example: You are looking 
for evidence that everyone 
working on stem cell research 
is recording his or her T&E 
and those changes in effort 
commitments are properly 
approved. You will want to be 
particularly concerned with 
those who are working on stem 
cell research but may not be 
recording their T&E, or are not 
doing so properly. Therefore, the 
source of the sample for testing 
should be the population of all 
individuals working on stem 
cell research. You should also 
be concerned with the proper 
identifi cation of effort on eligible 
vs. ineligible lines. So in addition 
to traditional audit procedures 
for T&E, you will need to verify 
that the system is designed to 
differentiate between efforts on 
eligible vs. ineligible lines.

4) Policies, procedures, and 
protocols are in place and are being 
followed to require the development 
and implementation of a formal 
training program for all personnel, 
key individuals, subcontractors, and 
vendors.

Example: You are looking 
for evidence that a formal 
training program exists, that it 
contains information necessary 
to support the other assertions, 
and that those working on stem 
cell research at the institution 
participate in the training 
before starting their research. 
Training documents will have 
to be reviewed against the 
requirements of the institution’s 
other policies and procedures 
to determine if individuals are 
receiving the required training. 
You should also be concerned 
with those who are working on 
stem cell research who are not 
trained. Therefore, the source of 
the sample for testing should be 
the population of all individuals 
working on stem cell research.

5) That an effective means has 
been established for recording participant 
completion of required training/
education courses, as well as monitoring 

to ensure the required courses are 
conducted.

6) That an effective means has 
been established for notifying the 
training coordinator and/or Principle 
Investigator that a participant’s training is 
satisfactorily completed and documented.

Other Assertions:
1) Policies, procedures, and 

protocols are in place to identify and 
control intellectual property related to 
stem cell research, and that they are 
adhered to.

Example: You should 
be concerned whether large 
volumes of highly valuable 
information can leave the 
organization with individuals on 
portable devices.

2) That an effective means has 
been established to identify and track 
portable and non-portable assets that 
contain proprietary information, such as 
laptop computers, fl ash drives, and other 
electronic media, as well as the movement 
of such assets. 

3) Policies, procedures, and 
protocols are in place and that the 
controls are effective enough to identify 
inventory, determine the source of the 
inventory items, and to document the 
fl ow of biological materials coming to, 
used at, and leaving the organization with 
individuals.

Example: You are looking 
for evidence that the details of 
biological materials coming into 
and leaving the organization 
with individuals are known 
and recorded. You are looking 
for evidence that the location of 
stem cell research materials at 
the organization is known, as 
well as which individuals are 
working with which materials. 
Inquiry and observation will 
work best here because you 
are searching for materials that 
may not have been identifi ed 
or recorded. You should also be 
concerned with state laws that 
pertain to egg donation because 
the laws differ from state to 
state. Materials brought to the 
institution from another state 
may have been obtained under 
state law that is not consistent 
with your state’s laws. You could 
look for an attestation form, 
perhaps, that personnel have 
signed regarding the eligibility 
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of stem cell lines brought to the 
organization.

4) That an effective means has 
been established to identify and track the 
biological materials, the details of how 
they were originally obtained, the location 
of all those materials, and the agreements 
pertaining to them.

Facilities and Equipment
Because of the need for institutions to 
ensure that Federal dollars are not being 
used to fund research on unallowable 
lines, institutions have to identify and 
record details about the facilities in which 
Stem Cell Research is conducted, as well 
as the equipment that is used for such 
research.

Typical Assertions for Facilities and 
Equipment are:

1) Policies, procedures, and 
protocols are in place and being followed 
to identify, and require approval for, 
facilities used in conducting stem cell 
research.

Example: You should be 
looking for evidence that the 
limitation on the use of facilities 
is conveyed in policies and 
procedures and is reviewed 
in training sessions. Also you 
are looking for evidence that 
facilities have been reviewed (by 
someone in the Research Finance 
department, for example) to 
determine the funding used for 
those facilities and whether the 
facilities can be used for eligible 
vs. ineligible stem cell research. 
You will want to confi rm that 
facilities that cannot be used for 
ineligible lines are not used for 
ineligible lines.

2) That an effective means has 
been established to record the usage of 
a facility, the associated allowable and 
unallowable activities in the facility 
where stem cell research may take place.

Example: You are looking 
for evidence that tools and 
mechanisms are in place to 
support assertion #1 above. 
Policy and procedures can be 
written, and training can be 
provided, but if testing and 
analysis reveal that no tools 
exist to identify and review the 
funding used for facilities, which 
facilities have been approved, or 
which facilities are being used to 
conduct which type of research, 

then you might be skeptical 
about how well the policies and 
procedures are being followed.

3) That an effective means has 
been established to determine the level 
of restrictions placed on non-institution 
facilities used in stem cell research, if any.

Example: As an auditor 
you should be mindful that 
institutional stem cell research 
could be taking place in non-
institutional facilities and 
be looking for evidence that 
tools and mechanisms exist to 
document that research.

4) Policies, procedures, and 
protocols are in place and are being 
followed to identify, inventory, and 
require approval for all equipment used 
in stem cell research.

Example: You are looking 
for evidence that the limitation 
on the use of equipment is 
conveyed in policies and 
procedures and is reviewed in 
training sessions. You also want 
to see evidence that equipment 
has been reviewed to identify the 
funding used for the equipment 
(such as an NIH grant) and 
whether the equipment can be 
used for eligible or ineligible 
stem cell research per the 
original funding agreement. 
You will want to verify that 
equipment that cannot be used 
for ineligible lines is not used for 
ineligible lines.

5) That an effective means has been 
established to record the title/ownership 
of equipment, acquisition details of the 
equipment, any equipment restrictions, 
terms of federal awards for purchase or 
rental of equipment, completion status of 
grant, or portion thereof, supporting the 
equipment used in stem cell research.

Example: You should be 
mindful that institutional stem 
cell research could be taking 
place using equipment originally 
obtained under a variety of 
circumstances and you should 
look for evidence that tools 
and mechanisms (a database of 
equipment for example) exist to 
record and analyze the details of 
such equipment. You will want 
to verify that the tool is accurate 
and is properly maintained. 
You should select a sample of 
equipment, along with any 
agreements pertaining to the 

equipment, and compare the 
information to the agreements.

6) Policies, procedures, and 
protocols are in place and are being 
followed to require that federal funding 
agencies be contacted for certain 
equipment to obtain approval for usage 
on stem cell research, or to purchase such 
equipment.

Example: You will want to 
be concerned that records for 
some equipment might not be 
complete. If it is not complete 
then it will be necessary to 
contact federal funding agencies 
to obtain adequate information 
to make the decision regarding 
whether the equipment can be 
used for ineligible lines. You 
will want to verify that policies, 
procedures, and protocols are in 
place for maintaining the correct 
information.

Conclusion
Parts I and II of this article use terms 
every auditor is familiar with — 
assertions, risk, policies, procedures, 
samples, etc. — and this is because 
auditing a new stem cell research program 
should be no different than auditing 
anything else. The stem cell research 
subject matter is new, and gives rise to 
new terminology. However, that should 
not cause the auditor any concern other 
than to encourage us to educate ourselves 
fully and to place a great deal of emphasis 
on the planning stage of the audit. 

In Part I of this article we considered 
a generalized basic approach that 
involved a great deal of learning on 
the part of the auditor. This learning 
takes place by reading and talking to 
people — something auditors do every 
day. Part I also mapped out an approach 
that involves performing a focused risk 
assessment, formulating assertions, and 
reviewing policies and procedures. Part 
II of the article continues with a basic 
approach, but drills down on two high-
risk areas that auditors need to focus on 
— personnel and facilities/equipment. 
The type of assertions presented in Part 
II are similar to assertions found in 
any operational audit, but the specifi cs 
fl ow directly from the current laws 
and regulations surrounding stem cell 
research.

continued on page 45
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it on page 2 but do not use it again 
until page 20. Repeat the full defi nition 
with the abbreviation, or drop the 
abbreviation entirely.

There are too many abbreviations. 
Confusion builds when you use too 
many abbreviations in proximity. Avoid 
abbreviations for terms you repeat least 
often, reserving the abbreviations for 
the most common two or three.

Nobody knows what the abbreviation 
stands for anymore. Sometimes, 
the terms behind the abbreviation 
have been forgotten, even though 
the readers still know what the 
abbreviation means. For example, 
most people probably have to 
think twice to “translate” HIPAA. 

•

•

When the abbreviation is better 
known than the underlying terms, 
present the abbreviation fi rst and 
the terms second, like this: HIPAA 
(Health Insurance Portability and 
Accountability Act).

Finally, select the article “a” or 
the article “an” before an abbreviation 
based on the sound, not the spelling. For 
example, write “a SARS epidemic” but 
“an MRI study.” (We pronounce “MRI” 
starting with the vowel sound “eh”, as in 
“em,” so the article “an” is correct.) 

Everyone Understands
You’ve considered your readership and 
decided how to layer the document for 
your more-technical and less-technical 

readers. Your document has informative 
headings, some embedded defi nitions, 
three helpful sidebars, a short glossary, 
and two appendices. (And you’ve kept 
those abbreviations under control!) Your 
readers are delighted, and your chief 
audit executive’s aim of helping everyone 
understand has been achieved. NP

Sally Cutler is the president of Word-
Wrights Incorporated, providing report-writ-
ing training and consulting for internal 
auditing departments worldwide since 1989. 
She is the author of Designing and Writing 
Message-Based Audit Reports, published by 
The Institute of Internal Auditors in 2001. 
She may be reached at Sally.Cutler@Word-
Wrights.com or (315) 461-8070.

Always do right. This will gratify some people and astonish the rest. 
— Mark Twain  

When confronted with the new 
frontier of stem cell research there is little 
published guidance to assist internal 
auditors. The stem cell research area 
involves controversy, scrutiny, evolving 
laws, multi-disciplinary topics, money, 
professional reputations, and fame. 
This all equates to a high-risk audit. By 
sticking with a basic risk-based approach, 
an internal auditor can meet the objectives 
of the audit and add value to the new 
stem cell research program overall.
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Preparing to Audit a New Stem Cell 
Research Program: An Approach that 
Sticks with the Basics—Part II — 
continued from page 33
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