506 U&I's expectations
are not met.
[UDESIRABLE EFFECT]

503 U&I expects Fordyce to 504 Fordyce can't 505 U&I expects Fordyce to
introduce non-spine- realize $10M in generate $10M in revenue
related products this year. revenue in 2002. this year.
(Critical Root Cause) (Critical Root Cause)

502 Sales revenue doesn't Negative

increase. Reinforcing

[UDESIRABLE EFFECT] Loop #2
/\

55)1 Clludstomezjs 205 Fordyce can't
on’t deman get products out

Fordyce the door fast

products. enou
gh for
[UDESIRABLE customers that

EFFECT] submit orders.

_|'__|O

(From p. 2)

Figure 4.46e. Current Reality Tree:
Fordyce Corporation (p. 5)



410 Customers are not
satisfied with Fordyce's
product offerings.
[UDESIRABLE EFFECT]
409 Fordyce is not
competive in market.

[UDESIRABLE EFFECT]

/

407 Fordyce can't
provide innovative, high
-quality new production
in a timely manner.
[UDESIRABLE EFFECT]

406 Fordyce doesn't have a

proven product

development management
methodology.

(Critical Root Cause)

405 Fordyce doesn't
403 Fordyce doesn't 404 Fordyce doesn't have an effective
have an exceptional have comprehensive sales/distribution
marketing program.
/

market knowledge. network.
[UDESIRABLE EFFECT] [UDESIRABLE EFFECT] [UDESIRABLE EFFECT]

I\
402 An effective sales
401 There is no one to representative training
develop an effective program doesn't exist.
marketing/sales effort. [UDESIRABLE EFFECT]

109 Fordyce can't hire the

initially required

employees (4-5 personnel).

(From p. 1)

Figure 4.46d. Current Reality Tree: Fordyce Corporation (p. 4)

_|'__|O



_|'__|O

408 Fordyce can't
introduce
competitive
products.

i

311 501K approval hasn't

been obtained.
309 Incoming [UDESIRABLE EFFECT]
materials can't be
processed. | /

310The FDA does

308 Fordyce does not have not review 501K

a documented quality
assurance system (QSR).

submissions in a
timely manner.

(Root Cause)

307 Processes
have not been
qualified (verified).

( )

112 [L]: 112 The FDA-
required Quality
System Requirements
(QSR) database has
not been created and
maintained (entry,
maintenance,
retrieval).

\. J

(From p. 1)

301 The production
facility is not
configured for

operation (set up).

!

305 Process
procedures
have not
been written.

302 Equipment
has not been
installed and

tested.

110 Fordyce 111 Fordyce can't 303
facilities cannot purchase Processes
be configured for production have n_ot

production. equipment. been defined.

(From p. 1) (From p. 1)

Figure 4.46¢c. Current Reality Tree: Fordyce Corporation (p. 3)



306 Fordyce can't
buy implants or
instruments from
suppliers.

502 Sales revenue doesn't
increase.
[UDESIRABLE EFFECT]

304 Fordyce doesn't
have approved

drawings.
(p.5)
501 Customers
don't demand
Fordyce
products. 208 Fordyce doesn't
[UDESIRABLE have an effective
EFFECT] management system.
[UDESIRABLE EFFECT]

203 The desired ZdO4 thjctors
supportin on'tdo as
pro?é]ssion% many 206 Fordyce has
network of surgeries system
doctors does using management
not develop. Fordyce knowledge and
[UDESIRABLE products. training
EFFECT] deficiencies.

(Critical Root Cause)

Negative
Reinforcing
Loop #1.

205 Fordyce can't get products
out the door fast enough for
customers that submit orders.

201 Fordyce's ability to
quickly establish a
favorable reputation among

surgeons is limited.

Figure 4.46b. Current Reality Tree:
Fordyce Corporation (p. 2)




308
p.3

consulting

112 The FDA-
required Quality
System
Requirements
(QSR) database
has not been
created and

obli
participating
doctors.

113 Fordyce doesn't
have an effective

maintained MIS/administrative
(entry, management system.
maintenance,
retrieval).

107 Fordyce can't hire
the expertise needed
to configure the
computer network for
effective operations
support.

106 A business
management
software suite has
not been identified,
acquired, installed,
and configured.

104 Fordyce

is cash-
limited.

105 Fordyce
doesn't have the
engineering
resoures needed

108 Fordyce can't

meet its

contract
gations with

Workload
on
personnel
is too great
(too little
time).

109 Fordyce can't
hire the initially
required employees

(4-5 personnel).

110 Fordyce
facilities cannot
be configured for
production.

111 Fordyce can't
purchase production
equipment.

to complete
product drawings.

103 Working capital

or sufficient cash flow

is required to grow.

Assumptions:
Underlying arrow from
104 to 105, 106, 107,
198, 109, 110, and 111:
1. All of these items
are required for a
successful operation
2. All of these items
require cash.

101 Fordyce

doesn't have <OR>

working capital.

(Critical Root Cause)

102 Cash flow

from sales is low gzignitc;\r/ceing
(and decreasing). Loop #2
(from p. 5)

(Critical Root Cause)

Figure 4.46a. Current Reality Tree: Fordyce Corporation (p. 1)




