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The  Defensive Posture

• You versus me 
feeling

• I am going to get 
blamed for this

• I am uncomfortable 
here

Today’s Guest Presentation: Tracy Bradley  
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The Interview Process 
(Facilitated Causal Analysis)

• Leaving behind the 
old way of thinking

• Perception is reality 
for the human mind

• Need to relax the 
interviewees 

Today’s Guest Presentation: Tracy Bradley  
 
 
 
 
 
 
 
 
 

BlueDragon
Problem Solving MethodTM

BlueDragon 

® 
Critical Thinking and Complex 
Problem Solving Workshops 



The Seating Chart

Today’s Guest Presentation: Tracy Bradley  
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Speaker

Nuala Calnan, PhD
Founder and Principal
BioPharm Excel Ltd
Nuala is a 25 year veteran of the pharmaceutical industry. Her work as a consultant, 
academic, author and commentator is directed toward the development of practical, 
patient-focused excellence and has included research for FDA(USA), HPRA(Ireland) 
on patient safety and product quality in the manufacture and distribution of drugs. 

Nuala works with organizations on transforming organizational culture, delivering 
more effective end-to-end risk management, implementing knowledge excellence 
strategies, behavior-based good data governance and enhancing performance 
management through people. 

Nuala co-leads the ISPE Quality Culture Team and is a founding member of the ISPE/ 
PQLI Task Team on Knowledge Management. She is also the Arnold F. Graves Scholar 
with the Pharmaceutical Regulatory Science Team at TU Dublin, Ireland, where she 
leads a number of patient focused regulatory science research projects at Masters 
and PhD level. 

Contact: nuala.calnan@biopharmexcel.com

LinkedIn: https://www.linkedin.com/in/nuala-calnan-phd-a346067/
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Understand how BlueDragon 
HCA is integral to a 

Risk Management System.
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Feburay Forum Topic

Topic of the Month
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HCA in Risk Management Systems
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What is Risk Management, 
and what does your 
organization do to 
proactively manage risk and 
prevent significant events 
from occurring? 
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Risk Management:

• The process of  identifying, assessing and 
controlling potential risks and threats to 
an organization's capital and earnings.

• These threats or risks could stem from 
strategic management errors, accidents, 
cyber attacks, natural disasters, etc.

• Policies and procedures are put in place 
to monitor, avoid or minimize the 
probability or impact of unfortunate 
events. 
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Bow Tie Analysis Model for Assessing Risks
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Used proactively, Bluedragon HCA can ID latent 
weaknesses before they cause events

TREND 
PROGRAM

KPIs
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Used reactively, Bluedragon HCA can quickly and 
accurately ID the latent weaknesses that caused the events

HCA EVENT 
INVESTIGATIONS

CAPA 
PROGRAMS

TREND 
PROGRAM

KPIs
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Limitations of Risk Assessment 
Models: 
• Traditional methods like the Bow Tie 

Model and FMEA rely on a finite list of 
possible risks and causes.  

• Traditional methods have done little 
to stem the tide of recurring events.

• Human-centric problems have infinite 
number of variables and possible 
causes, requiring a more rigorous 
methodology like HCA to analyze.  
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Preventive HCA:

HCA was used to 
address a high-risk 
situation; a negative 
trend of dropped 
objects from 300 
feet during 
construction of the 
UPF at ORNL. 
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NS&E Bi‐Weekly Incident Report
Organizational Learning Opportunities

Date Incident Type Severity Ranking

08/30/2018 Near Miss 6 + 30 + 36

Incident Title: Dropped Object – box of plastic forks from East tower crane

P
H
O
T
O
S

Description

A UPF CNS Operating Engineer (OE) assigned to the East tower crane (TC#1)  opened the sliding window after AC unit fogged up windows shortly after start of shift.  When the 
primary UPF CNS OE arrived later in the shift, there was direction by  the supervisor to relieve the current OE in the crane. After the change in OE’s were made and  the 
primary UPF CNS OE was in the operator’s cab; the OE noted the sliding window was opened and closed the window. At approximately 0915, a  UPF/ CNS Laborer (LB) on the 
ground observed a box of plastic forks fall (with some individual forks falling separately) from the crane to the ground below ~ 320 Ft. 

The investigation revealed that in the cab of TC#1, a wood shelf was installed measuring approximately 3ft long by 1ft wide.  The shelf is job‐made and not part of originally 
installed equipment.  The shelf was located in front of two sliding windows on the left‐hand side of the operators cab.  At the time of the event, the shelf was holding a box of 
plastic forks (1), an AM/FM portable radio (2), and the microwave oven (3),  and other miscellaneous items.  During the incident interview, the primary UPF/CNS OE stated that 
they did not anticipate that other crane operators would open the sliding window due to the unsecured items placed on the shelf.  

Contributing Factors  / Error Precursors  Prevention Methods / Best Practices    References & Resources

Level 3 – Bechtel Internal & Select External DistributionIncident Number:

Incident had the following Error Precursors:
• Crane operators storing non-essential

items in the cab.
• Items not positively secured to prevent

dropped objects.

• The equipment operation manual states that items must
only be stored in locations provided for that purpose.

• Positively secure essential items; radios, binoculars
within the provided storage locations in the crane cab.

• Modifications/alterations to crane cabs are not allowed.

Project:   25774 UPF

Approximate location of 
where the box landed 
80’ from the base of the 

crane.
Sliding windows open 
approximately 18” to 

the center post.

Potain tower crane safety instructions.

NS&E Bi-Weekly Incident Report
Organizational Learning Opportunities

Date Incident Type Severity Ranking

10/01/2018 Near Miss 60

Incident Title: Dropped Object – Plastic bottles from West tower crane

P
H
O
T
O
S

Description

A UPF CNS Operating Engineer (OE) was assigned to the West tower crane (TC#2) after reporting to work.  While the UPF/CNS OE was in the operator’s cab, a UPF CNS Laborer 
(LB) on the ground heard a noise (“pop”) and noticed two plastic soda bottles containing liquid inside the cool down tent next to the SAB elevator sump. Upon further 
investigation, a third bottle was noted to have landed on the cool down  tent roof.  Each 18.1 ounce bottle weighed ~ 1.17 pounds and fell from a height of ~235 feet. No craft
personnel were in the cool down tent at the time.

After Supervision and Management was notified, the investigation commenced which included a statement from the OE.   The OE stated that the bottles were placed on top of a 
small refrigerator located on the rear deck, behind the operator cab.  During normal operating movement of the crane, the bottles  rolled off the refrigerator; passing through 
the rear deck handrail and fell to the ground.  The  LB witness and 6 (six) UPF CNS carpenters were working near-by in the SAB elevator sump area within 10 to 20 feet of where 
the bottles fell.

Contributing Factors  / Error Precursors Prevention Methods / Best Practices References & Resources

Crane Operator placed the bottles in an at risk area 
based on success of  no dropped objects in this area 
prior to this event.

Management policy guidance/expectations not well-
defined, understood or enforced:  e.g. personal items 
secured/ convenience breaks.

25774 UPF

Five soda bottles placed 
on top of refrigerator 

against the back of cab, 
lying flat.  Three rolled 

off and fell.

Two soda bottles hit top of cool 
down tent and broke through 
the fabric.  Third bottle hit the 

tent structure and did not fall to 
ground. 

• Enhance crane operations documents to include
granularity in regards to personal items,
convenience breaks, storage, self/peer checks.

• Train and document operator expectations.
• Daily inspection regimen to commence with OE,

line supervisors and periodically with neutral 3rd

party.

Y73-95-100 UPF Dropped Object Prevention 
Procedure
Tower Crane Access Checklist 

��������� , Rev. 0

5 
of

 1
2 

2/
7/

20
19
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Level of Effort: 
• 4 RCA team members
• No SMEs on the team 
• 3.5 days to complete the analysis

Details: 
• 30+ procedures/requirements
• 60+ lines of inquiry
• 8 causal analysis sessions
• 50+ SMEs were interviewed from 

15 organizations
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Preventive use of HCA in a 
Risk Management System: 
• Shift your human-centric problem-

solving efforts from reactive to 
proactive. 

• Use HCA for selected SL-C and B 
investigations to identify as many 
latent weaknesses as possible. 

• Trend the causes and identify 
negative trends, allowing us to ID 
latent weaknesses before they can 
cause bigger issues.

Document 
Minor Issues

Conduct 
HCA Quick 
Hits or more

Apply 
meaningful 
trend codes

ID negative 
trends

Conduct full 
HCA

ID/Eliminate 
Latent 

Weaknesses
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BlueDragon HCA in a 
Risk Management System:

BlueDragon HCA is integral to 
Risk Management and is most 
effective when used as a 
preventive measure in conjunction 
with trending and analysis 
programs. It is also the most 
effective method to identify latent 
weaknesses after an event. 
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What you can you do right now:
• Review your Risk Management Guidelines.
• Evaluate the preventive measures and determine if 

the use of HCA for lower-level events can be used 
to provide better trend codes for the trending and 
analysis program.

• Evaluate mitigation strategies and determine if your 
organization is taking advantage of incidents and 
other events to identify as many latent weaknesses 
as possible using BlueDragon HCA.  
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