Choosing and Implementing an Electronic System for

Serious Adverse Event Reporting

o implement or not to implement

an electronic serious adverse

event reporting system—that

was my question. One of my

goals for 2000 was to evaluate
our company’s SAE reporting system with
the option of implementing a fully elec-
tronic system that could, in addition, incor-
porate product complaints that might also
be SAEs (21 CFR 211.198). With our man-
ual SAE reporting system, an upgrade
would mean implementing electronic fea-
tures. Although the Code of Federal Regu-
lations details specific FDA requirements
for reporting a serious adverse event,1-3
the way each company tracks and docu-
ments an SAE is very individual. For exam-
ple, I know of a generic drug company that
uses a typewriter and carbon paper to fill in
FDA 3500A forms and a handwritten list to
track the SAEs.

Some of my peers at Class I and Class II
medical device companies use Adobe
Acrobat 5.0 (Adobe Systems Incorporated,
San Jose, CA) to fill in form 3500A and use
such programs as Microsoft Excel
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(Microsoft, Redmond, WA), FileMaker
Pro (FileMaker, Santa Clara, CA), and
Microsoft Access to track SAEs electroni-
cally. Larger pharmaceutical companies
often have fully automated SAE systems
with built-in electronic capability for data
entry, filing form 3500A via AERS (FDA’s
Adverse Event Reporting System), elec-
tronic signatures, mail merge documents
for all communications, MedDRA (Medi-
cal Dictionary for Drug Regulatory
Affairs) coding, audit trails, and levels of
safety reviews. Each company captures,
reports, and tracks SAEs in its individual
way. And you need to know the basics of
your company’s SAE system and its cur-
rent and future needs to make a decision
about switching to electronic reporting.

Understand the SAE process
When an SAE report arrives in-house
from an investigator, health worker, or
employee (clinical research associate or
customer service representative, for
example), it is immediately assigned a
number and reviewed to determine
whether the event is a reportable SAE. If it
is reportable, the company needs to send
the SAE to FDA by one of the following
methods.
e Form 3500A only (can be filed manually
or electronically via the AERS system)
e A narrative report
e VAERS form (vaccines only)
e CIOMSI form (foreign reports only).
A company’s culture and experience dic-
tate the way it meets these reporting
requirements.

Whatever the method it uses, a com-
pany must keep an audit trail, either man-
ual or electronic, that shows
e the initial receipt date of the SAE.
¢ all changes made to the original SAE by

any personnel.

e all supporting documentation request-
ed and sent in from the site.

e any internal or external correspon-
dence.
e any internal notes, such as medical
review.
e all attempts to get additional informa-
tion regarding the event.
¢ whether the event is open or closed.
Along with the SAE report, you need to
submit an analysis documenting the event
with its corresponding rate and frequency
in both clinical trial(s) and/or the post-
marketing population. To complete an
analysis, you need to have coded the SAEs
in such a way that they become categori-
cal in nature, such as assigning a code for
the event and a MedDRA term (see Med-
DRA section below). Internally, an SAE
will need to be communicated to the data
and safety monitoring board (DSMB), a
safety group, or to any other group that
reviews the trends and analysis of SAEs,
especially if they are related to manufac-
turing or a complaint.

Determine company’s needs

Before looking at potential software ven-
dors for an off-the-shelf package or alter-
native methods for tracking and reporting
SAEs, I needed to answer some basic
internal questions about the needs of the
company. The first set of questions I
posed were about the stage of develop-
ment, type of company (drug, device, or
biologic), size of company, actual and pro-
jected rate or frequency of SAEs, and
internal reporting needs. Once I had
determined the needs of our company, I
addressed the way a change in SAE sys-
tems would affect company resources.
Resource issues include validation, hard-
ware, personnel and licenses, SOPs, oper-
ating platforms, MedDRA, budget, and
outsourcing options such as CROs. Once
the effect of resources was assessed, I
reviewed the advantages and disadvan-
tages of creating and developing our own
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SAE system or buying an off-the-shelf
product before presenting all the options
to management.

Stage of development. Where is your com-
pany in its stage of development? What will
the projected need to report SAEs be in one,
two, and five years? Do you have trained
personnel on staff to handle an increase in
the workload?

A company’s stage of product develop-
ment—opreclinical, Phase 1 through Phase
4 clinical trials, postmarketing approval or
clearance, or a combination of any of the
above—will determine whether a manual
or electronic SAE system is more appro-
priate. A company conducting bench or
preclinical research does not need a for-
mal SAE system. But a company with a
product in Phase 1 or Phase 2 clinical tri-
als will need a formalized—although fre-
quently manual—reporting system.
Unless they have fast track designation,
initial trials are generally small, and a fully
electronic system can prove more trouble
than it’s worth. This does not apply to
companies that have products in all
phases of clinical development or that
have marketed products; they usually
have hardy SAE systems.

Pivotal Phase 3 and postmarketing
Phase 4 trials are large studies. If one
employee is assigned SAE reporting and
tracking for the Phase 1 and Phase 2 trials,
that person could easily be overwhelmed
by the additional work involved when a
product moves into Phase 3 trials or post-
marketing surveillance. The additional
reporting requirements could also over-
whelm a manual system. At these later
stages of development, an electronic sys-
tem could be used to efficiently capture,
report, trend, and analyze SAEs.

Type of company. What kind of product
does your company manufacture—drugs,
biologics, medical devices, combination
products?

Classes I and II (minimal risk) medical
devices usually have lower rates of SAEs
than Class III (significant risk) devices,
drugs, or biologics. The manual systems
that work for Class I/II devices do not nec-
essarily work for companies that have
complex products, although this depends
on the stage of product development. The
more complex the product, the higher the
level of sophistication needed for tracking
and reporting. Drugs, biologics, and class
III devices are more complex, and have a
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higher potential for SAEs. Tracking and
reporting them requires additional infor-
mation about such factors as multiple
manufacturers, concomitant medications,
and interactions.

Size of company. Is your company small,
medium, or large? Do you have one person
reporting SAEs under the supervision of a
medical monitor, or do you have a safety
board set up to review all SAEs?

Some Class I/II companies have mini-
mal SAE reporting and no need for an
extensive SAE reporting system—the
typewriter and pencil work just fine here.
Other small to medium companies (any
product) use programs such as Excel,
Access, or FileMaker Pro for an audit trail
and electronic tracking of their SAEs.
These database programs are easy to set
up, maintain, and validate. Although track-
ing is done electronically, hard copy of the
SAE documentation is kept on file, so
there is a paper back-up and physical audit
trail. When the SAE rate remains low,
databases of that type can work for
smaller companies.

Company size also dictates the person-
nel resources that a company can devote
to SAE reporting. A Class I or Class II
medical device company can assign one or
two staff members, who both have multi-
ple responsibilities. In small to medium
companies, the person responsible for
SAE reporting may be a regulatory asso-
ciate or a clinical research associate who
has many other responsibilities. In larger
companies, a special department is gener-
ally devoted to safety with its principal
responsibility to review, report, and ana-
lyze SAEs.

As a company grows and has marketed
products, its manual system can become
cumbersome and inefficient. At some
point, for efficiency, a company may want
the streamlining that specialized software
can provide.

Determining the rate of SAEs. How many
SAEs does your company currently receive
or report per week, per month, per year? Is
this rate manageable with your current sys-
tem? If this rate is manageable, what does
the company have in the pipeline that could
affect the rate of SAEs? Arve Phase 2 trials
ending and Phase 3 trials beginning?

SAEs are by their nature unpredictable.
Some companies get a few every day, and
some companies get no reports for weeks
or months. The rate of SAEs is dependent
on the nature of your product and the
adverse events that are documented in
your investigator brochure or labeling.
Regulations require that some SAEs be
reported in 7 days, some in 15 days; some
can be held until the annual report. The
box at left shows how to get an estimate of
a company’s SAE rate to date. Divide the
number of SAEs for the product by the
number of subjects enrolled in all trials to
get a percentage. Apply that percentage to
the number of subjects expected for
enrollment into the Phase 3 trials. This
final number will give you an estimate of
how many SAEs can be expected in the
Phase 3 trials. To determine the SAE rate,
divide the expected number of SAEs by
the length of the trial.

Determining resource availability. 1Vill your
current resources be able to handle the pro-
jected rate of SAEs (the actual rate could be
higher or lower depending upon the nature
of the clinical trial) ? Ave more products
entering Phase 3 trials or is a marketing
clearance or approval expected in the near
Sfuture? Can your current system handle an
increase in the rate of SAEs, or do you need
to make some modifications?

When a product is marketed, a much
larger population—not subject to the
inclusion/exclusion criteria of a clinical
trial—is exposed to the product. Because
of that larger and more diverse patient
population, SAEs that did not occur dur-

To predict staff requirements, Super Pharma, Inc. needs to estimate the number
of serious adverse events it can expect for AlphaCure. To date, the company has
recorded five SAEs for 100 subjects. The three steps below can be used to esti-
mate the SAE rate for a 10-week Phase 3 trial.

SAEs related to AlphaCure B
Subjects in trials to date 100

= 5% (SAE rate)

Phase 3 subjects expected, 2000 X 0.05 (% SAEs) = 100 (expected SAEs)

Expected SAEs during trial 100
Weeks trial will be conducted 10

= 10 (SAEs per week).
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ing clinical trials may be reported after
marketing.4 The nature of your product,
its mechanism of action, and the vigi-
lance of clinical investigators in reporting
SAEs can all contribute to the number of

postmarketing SAEs reported.5 This is
the time to talk with marketing and ask
for sales projections for the first five
years following product launch. Apply
the SAE rate found in Phase 3 trials to get

Product/Features netRegulusa Clintrace ARISlite EventNet
Regulatory reporting

FDA Form 3500A X X X X
CIOMS | X X X X
VAERS (for vaccines only) b b X
Narrative format X X X
PSUR X X X
ClOMS 1l X X X
EMEA Forms X ¢ X
Communication

Can send standardized letters X X X X
Track internal, external communica-

tions about SAEs, product complaints X X X X
Send electronic communication

(e-mail and faxes) X X X X
Audit trail X X X X
MedDRA support X X X X
SAE trending/analysis Xd Xe X X
Graphical representation of

SAE trending f fg f g
Query functions (to avoid

duplicate entry) X X X X
Product complaint/return component

Product return reporting X b b X
Product analysis X b b X
Return trending X b b X
Product complaint audit trail X b b X
Clinical component

Clinical data and project management

module (available) X X X h
Administrative

Ability to control access to system

through passwords/administrative

controls X X X X
System validated/verified X X X X
On-site installation and validation offered X X X X
Training available for personnel X X X X
Technical support X X X X
Spell checker i X X X
Compliance with FDA and ICH

guidelines? X X X X
Licenses required (minimum) 1 1 1 2
Easy user interface (scale of 1-5,

5 being easiest, 1 most difficult) 4 3 3 B
Software platform Microsoft Oracle Oracle Oracle
Multilingual i X X X
Remote access/Internet compatible X X i X
Field flexibility/configurable X X X X

aProduct is geared towards medical device reporting and complaint handling.
bSystem can be configured to accommodate this item.

cAvailable in upgrade version, ARISg.

dintegrates complaint handling, data management, and clinical project management with

additional software.

elntegrates data management and clinical project management with additional software.
Need additional software to complete this function.

gAdditional software is seamless to the user.
hPartner with Oracle Clinical.
iAvailable on the next version upgrade.
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a conservative estimate of the postmar-
keting SAE rate. You need to assess com-
pany resources to determine whether
current staff can handle an increase in
the rate of reportable SAEs without com-
promising regulatory integrity or patient
safety.

Internal reporting needs. Do you want to
create a link between the SAE system and a
complaint handling system? Do you want to
tie the SAEs to a clinical trial project man-
agement or data management system?
What kind of reports do you want to review
regarding trending and analysis of SAEs?

Postmarketing SAE reporting is inti-
mately tied to complaints. A complaint
that comes into the Quality Control
department might also need to be re-
ported as an SAE. An SAE report might
also be a complaint. Communication
between these two departments is vital to
comply with the SAE and complaint-han-
dling requirements set forth in 21 CFR
211 (good manufacturing practices) and
21 CFR 820 (quality system regulation).
To facilitate communication between the
two departments, an integrated system
that tracks SAEs and related complaints
would be ideal. Clinical data management
software that communicates with an SAE
system could minimize the large-scale
effort involved in compiling final study
reports, annual reports, and periodic
safety update reports (PSURs). Typically,
information is culled from separate
reports generated by each system. If the
two systems communicated, the reports
generated would incorporate information
from both systems. Some of the software
systems shown in Table 1 can integrate
information from an SAE database, a com-
plaint-handling system, and data manage-
ment software.

Assess effects of system changes
Once the internal questions are answered,
resources and the potential impact on
resources needs to be assessed. This
involves looking at validation issues, hard-
ware, personnel and licenses, SOPs, train-
ing and procedures, additional software
programs (such as Oracle or MedDRA),
budget, and outsourcing options.
Validation. Have you validated your cur-
rent SAE system? Does your current or new
SAE system comply with 21 CFR 11?7 What
type of validation will be needed if you
implement a new SAE system? Will outside
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resources be needed to validate the system?
If so, what would that cost? Does the soft-
ware developer provide validation scripts
Sfor you?

When records are kept electronically,
all the systems involved must be con-
trolled and validated (21 CFR 11). Valida-
tion of the system is required to ensure
the accuracy, reliability, consistency of
intended performance, and the ability to
discern invalid or altered records. In a

next one, two, or five years? How many soft-
ware licenses will you need? What kind of
training in the new system will IT personnel
need, and what will that cost? What kind of
training will current and new employees
need to operate a new SAE system, and
what will that cost? What will the produc-
tivity loss be during a system conversion?
How much will the new system save in
terms of time and personnel?

Converting to a completely electronic

(]pgmding your current system can result in a need for

additional staff to validate software, train personnel,

develop SOPs, and support the implementation process.

series of four articles, Teri Stokes pro-
vides a comprehensive overview of what
is required to meet regulatory standards
for GCP computer systems, using an SAE
system as an example.(i_9 If you decide to
stay with a manual SAE system, validation
is not as extensive as for an electronic sys-
tem. If you install an off-the-shelf product,
the developer can provide validation
scripts. The cost for a validation script is
usually less than bringing in a consulting
service.

Hardware. What is the memory and stor-
age capacity of your current network
servers? If you implement a new SAE sys-
tem, would you need an additional server or
software platform (such as Oracle)? Do you
have IT (information technology) personnel
available to support a new software product
or will you rely on technical support from
the software developers? What is the relative
cost per year to add additional IT personnel
or to rely on outside technical support?

Implementation of an SAE system
might require expansion of the company’s
current hardware, such as memory, or an
additional network server. Such an expan-
sion would be needed if a separate operat-
ing platform, such as Oracle, is required.
This software can add costs not only for
the software package but also for the
everyday maintenance needed from IT or
technical support personnel.

Personnel and licenses. How many people
are currently involved in the SAE process?
What is the maximum number of people
potentially needed for the SAE process in the
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system or upgrading your current system
can result in a need for additional staff to
validate software, train personnel, and
develop SOPs—and IT personnel to sup-
port the implementation process. Addi-
tional IT personnel might be needed for
ongoing technical support. Using an off-
the-shelf software program generally
requires a license for each person using
the system, potentially increasing the

AERS Adverse Event Reporting System
(AERS), a computerized information
database designed to support the FDA's
postmarketing safety surveillance
program for all approved drug and thera-
peutic biologic products

CIOMS Council for International Organi-
sations of Medical Sciences (post-
approval international adverse drug
reaction reporting, UK)

DSMB data and safety monitoring board

EMEA European Agency for the Evalua-
tion of Medicinal Products

MedDRA Medical Dictionary for Regula-
tory Activities; new global standard
medical terminology designed to super-
sede other terminologies, including
COSTART, ICD9, and others

MDR Medical Device Reporting (the
MDR regulation provides a mechanism
for FDA and manufacturers to identify
and monitor serious adverse events
involving medical devices)

PSUR Periodic Safety Update Report

cost. Ideally, after initial set-up and train-
ing, a new SAE system should use com-
pany resources more effectively than pre-
vious systems.

SOPs, training, and procedures. Ave SOPs
currently in place for your SAE system?
How long will it take to revise the current
SOPs or write new ones? Are personnel
resources in-house to develop SOPs, or will
you need to hire a contractor? Does the sofl-
ware vendor have template SOPs to use for
the new system?

With any change of system there is a
transition time during the conversion to
the new system. You will need to rewrite
and implement SOPs, procedures, and
training manuals, and to take these factors
into account when designing a timeline."
In addition, staff will need training on the
new system and you will need to docu-
ment this training. You need to allow for a
learning curve and recognize that
expected efficiency from the new system
might take some time to realize.

Operating platforms. What kind of addi-
tional platform are you willing to adopt?
Are you willing to implement Oracle along
with the new SAE system, or would you pre-
fer a system that is based on Microsoft’s pro-
gramming platform?

The installation of SAE software might
include the implementation of a new plat-
form, such as Oracle, on which to operate
the new software. Implementation of plat-
form software can require hiring experi-
enced support personnel or deciding to
pay the SAE software company for its ser-
vices as your database administrator.
Either choice can increase the cost of sys-
tem maintenance. A small company might
find the addition of a platform an unneces-
sary cost and choose software that uses a
platform already in-house, such as a
Microsoft- or Lotus-based system. A
larger company, which already has in
place the infrastructure for a clinical data
or project management program, is
unlikely to experience the apprehension
that a small company would about adding
another software program.

MedDRA. Which dictionary do you cur-
rently use to code SAEs? Do you have an
implementation plan to convert from your
current dictionary (WHO or COSTART) to
MedDRA? Have you trained, hired, or
planned to hire personnel who can perform
the coding functions for the SAEs?

Although the FDA deadline for requir-
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ing MedDRA coding is still pending, the
final rule setting a deadline for MedDRA
implementation is due to be published in
early 2002. Coding with MedDRA is a way
to classify SAEs for reporting, analysis,
and trending purposes. This is a compre-
hensive dictionary that requires an experi-
enced person to code events as well as the
implementation of auto-encoding software
to take the first pass at coding in MedDRA.

Budget. What are the costs of a new SAE
system in terms of software or a program-
mer’s time, new software platform, valida-
tion, software implementation, SOP writ-
ing, IT personnel, technical support, safety
personnel, training, and maintenance fees
Jor initial set-up and annually? What are
the savings of implementing a new system
in terms of safety personnel?

The software systems I reviewed
ranged in price from $60,000-$100,000,
depending on how many licenses were
purchased. An additional cost is involved
if programming is needed to reconfigure
the software to include a complaint-
handling system, changing fields, or
adding screens. The programming cost is
dependent on the scope of the project and
the changes needed. Validation of a soft-
ware system is required by 21 CFR 11. If
this validation process is done on site by
the software developers (highly recom-
mended because they can provide partial
validation scripts), the price starts at
$30,000, which is still cheaper than out-
sourcing this project to a consulting firm.
The cost of necessary staff training by the
software vendor—on site or remotely—
must also be taken into account. The
annual maintenance fee for the software is
usually 20% of its initial cost. The average
annual maintenance cost for the software I
reviewed was $10,000. Another expense
may be the cost of hiring new employees,
who may be needed to implement the new
system.

What a CRO can offer. Some CROs (for
example, Synteract, Inc.) now offer the
staging of SAE software via the Internet
(www.synteract.com). Their services may
include data entry onto FDA form 35004,
safety review, MedDRA coding, analyzing
reported SAEs, and prompts for needed
follow-up data. A sponsor can log on at any
time to view or print SAEs or SAE reports
sent in or to enter the SAEs directly
online. Ultimately the sponsor must sub-
mit FDA form 3500A to regulatory agen-
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Product
Clintrace

Company

Clinsoft Corporation

10 Maguire Road, Ste. 110
Lexington, MA 02421
(781) 778-3700

Fax (781) 778-3800
www.clinsoft.net

PharmaSoft Corporation
PO Box 1237

S-751 42 Uppsala
Sweden

+46 18 185400

fax +46 18 109200
www.pharmasoft.com

Winchester Business
Systems

50 Cross Street
Winchester, MA 01890
(781) 729-7150

fax (781) 729-7211
www.WBSNET.com

netRegulus

Oakbrook Terrace Tower
One Tower Lane, Ste. 1700
Oakbrook Terrace, IL 60181
(888) 707-6900

fax (630) 573-6050
www.netRegulus.com

Clinarium

2777 Summer Street
Stamford, CT 06905
(203) 969-7225

fax (203) 356-1673
www.clinarium.com

NetForce, Inc.

388 Market St., Ste. 620
San Francisco, CA 94111
(415) 954-7000

fax (415) 296-1069
www.netforce.com

Relsys International, Inc.
16267 Laguna Canyon Rd.
Irvine, CA 92618

(949) 453-1715

fax (949)453-1817
www.relsys-inc.com

e-Research Technology, Inc.
1150 US Highway Rte. 22
East Bridgewater, NJ 08807
(908) 704-8010

fax (908) 704-8218
www.ert.com

Drug Watch

adWatch

NetRegulus
Surveillance
Systems

ARISlite or
ARISg

EventNet

Argus
Safety

e-Safety
(formerly
Alert)

cies and perform all follow-up activities.
Small and medium-sized companies that
do not want to purchase and maintain an
SAE system may find that using a CRO to
handle this portion of pharmacovigilance
is a viable alternative. If a CRO already
handles your data management, integra-
tion of SAE data will facilitate sponsor’s
reports—not only for SAEs, but also for

the final study reports and regulatory
submissions.

Once you have answered internal and
resource questions, how do you move for-
ward? Do you stay with your current sys-
tem, buy an off-the-shelf product, use a
CRO to stage the system, or hire a com-
puter programmer to create a new sys-
tem? Each route has advantages and dis-
advantages.

Off-the-shelf products, pro and con
Off-the-shelf products are developed by
experts in the field who know the regula-
tions and have thought about the various
needs of companies and incorporated
them into their applications.

Advantages. Depending on the software
developer, a system can be highly config-
urable and expandable to your needs,
such as including a complaint-handling
system (Table 1).

Validation. The software developer can
provide validation scripts for you, and
company personnel will be involved with
the validation process. Validation costs
about $30,000.

Technical support. Theoretically, some-
one is always on the other end of the line
willing and able to answer questions about
the system if you run into a problem.

Training programs. A software devel-
oper can provide training to IT and safety
personnel on working with the system.
Advanced or additional courses are
offered throughout the year for current
and new employees. Support groups (user
groups) can be formed with other people
in the field using the same product.

Discounts. Some software developers
charge less if you have fewer than 500
SAEs a year.

Capabilities. You can create reports and
graphs for SAE trending and analysis.
Some SAE systems can be tied in with
clinical trial data management or project
management software.

Table 2 shows a listing of software
developers offering SAE and SAE/com-
plaint-handling system software.

Disadvantages. The product might not be
exactly what you need, requiring that you
pay for programming costs to modify it.
Your company may not have internal IT
support for the new software. Implement-
ing the new system may require the pur-
chase of additional systems such as Ora-
cle and perhaps additional IT support of
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Here are key questions to consider when developing goals for redesigning or

developing an SAE reporting system.

[] What type of company do you work for—drug, medical device (Class I, II, or IlI),

or biologics?

[] What is your current rate or frequency of SAEs?

[] What is the projected rate of SAEs within the next year, two years, five years?
Do you expect marketing approval within that time frame?

[] How do you currently report, track, and manage SAE reporting? Is your system
manual or electronic? Do you want the system to be less manual and more

electronic?

[] What works with your current SAE system (if you have one)?

[] What doesn’t work with your current SAE system (if you have one)?
[] What is missing from your current SAE system (if you have one)?
[] Are your reports domestic or international or both?

[] What types of regulatory and internal reports do you need to generate (SAEs,
MDRs, CIOMS I, annual reports to FDA, PSURs, CIOMS II)?

[] What resources do you have for reporting SAEs (employees, CROs, computer

systems)?

new software such as Oracle and Med-
DRA. If you add personnel, you will have
to buy additional user licenses. Some soft-
ware companies require commitments of
three years for license renewals. And,
there is always the risk that a software
company could go out of business or dis-
continue software support.

Custom products, pro and con
Advantages. When your company develops
its own program, it can be designed to pro-
vide exactly what you think is needed at a
specific time. You can choose the software
platform/program to run the system.

Disadvantages. The system that you ini-
tially designed might not be expandable
or have the flexibility to grow with the
company’s reporting requirements. In
addition, the system you create must be
audited by a regulatory consultant to
ensure compliance with all applicable reg-
ulations. A number of other factors must
also be considered.

e The data might not export easily for
analysis and trending.

¢ You need to set up and create your own
reports for analysis and trending.

e The cost of programming may be
greater than the initial quotation
because of changes to the actual work
once the project is under way.

e An internally developed SAE system
must be validated, and validation per-
formed by an outside contractor can
run $30,000-860,000.
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e The programmer may or may not be
able to provide on-call technical sup-
port. Do you have personnel on site
who can handle technical questions?

e Will you need to develop a training pro-
gram internally? What will it cost to
develop and administer?

¢ Building and maintaining a homegrown
system is not your core competency
and may dilute your focus.

Weighing the choices

Because I work for a small pharmaceutical
company, which has products in Phase 1,
Phase 2, and Phase 3 of clinical develop-
ment, I developed a matrix (see Table 1)
to evaluate several software products. We
needed an electronic system that would
be functional for all phases of develop-
ment and flexible enough to carry over to
anticipated market approval. But, we
could not commit the resources needed in
terms of IT personnel, operating plat-
forms, validation, MedDRA coding, and
the initial cost of the software itself. On
the basis of this careful analysis—using
the criteria defined in this article—our
company opted for outsourcing our SAE
tracking and systems to a CRO until such
time as we have the resources and infras-
tructure in place to bring this function in-
house.
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