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Objective
• To determine the level of understanding and
preparedness for the draft bacterial guidance,
AABB conducted a survey of medical directors and
accreditation contacts in member transfusion
services
– An electronic survey was distributed from June 19th to July
21st, 2017
– Participants were asked questions to determine:
• Their understanding and preparedness to implement the
FDA’s guidance
• The appropriate education programs and resources to
support AABB’s membership upon the implementation
of the guidance
– These data will not be presented today.
www.aabb.org
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Executive Summary of Survey Results
• The survey response rate was 41.4% of AABB hospital member
transfusion services.
• 94% of respondents were knowledgeable of the draft guidance.
• 75% of respondents are preparing for implementation of the final
guidance.
• 59% anticipate challenges in implementing the draft guidance.
• Most hospitals (59%) plan to implement a combination of risk
mitigation strategies.
• When asked which bacterial risk control methods they intend to
implement,
– 69% of respondents indicated that pathogen inactivated (PI) SDPs are a
part of their implementation plan.
• 20% of responding hospitals (15% of transfused platelets represented by the survey)
indicated a plan that only includes PI SDPs.

– 45% of respondents plan to use an FDA cleared rapid test on days 4
and/or 5 as part of their implementation plan.
– 26% plan to transfuse platelets only on days 1-3 as part of their
implementation plan.
• 17 (4%) responding hospitals indicated a plan that only includes transfusing day 1-3
platelets; all these hospitals transfused <1,200 SDPs in 2016.
www.aabb.org
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Data Collection
15 hospitals provided feedback
from 2 different sources
(29 responses)
*3 hospitals produced any of their
own platelet supply

412 hospital responses
444 Responses

*39 hospitals produced any of their
own platelet supply

A total of 437 hospitals are
represented in this analysis.
41.1% of AABB hospital transfusion
services responded to the survey
* 42 (10%) hospitals produced any of
their own platelet supply

3 Hospital Systems responded to
the survey representing a total of
10 hospitals.
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Distribution of Responding Hospitals by
Annual Apheresis Platelet Usage
Numbers of Responding Hospitals by Annual Apheresis Platelet (SDP)
Usage
4,501-8,500 units, 17,
4%

510-4,500 units, 189,
44%

www.aabb.org

>8,500 units, 24, 6%

≤500 units, 200,
46%
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2016 Total Annual Platelet Usage
•

A total of 705,912 Single
Donor Apheresis Platelet
units and 87,642*
(404,320 single
concentrates) WBD
platelets were transfused
by responding hospitals in
2016.

•

The number of single
units in each WBD
platelet pooled ranged
from 1 to 10 units. The
average number of units
in each pool was 5 units.

Annual Platelet Usage
800,000
700,000
600,000
500,000

400,000
300,000
200,000
100,000
-

Number of Single Donor (Apheresis) Whole Blood Derived (WBD) Platelet
Platelet Units Transfused in 2016
Concentrates Transfused in 2016

www.aabb.org

* WBD platelets expressed as apheresis equivalents.
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NBCUS 2015 Platelet Results
Assuming similar SDP transfusions in 2015 and 2016, survey
respondents transfused 39.1% of the NBCUS SDPs total
Total Platelets Distributed

Total Platelets Transfused

• 2,436,000

• 1,983,000

– (95% CI, 2,230,000-2,42,000)

• Apheresis Platelets 2,234,000
• WBD Platelets 202,000

– (95% CI, 1,816,000-2,151,000)

• Apheresis Platelets 1,807,000
• WBD Platelets 171,000
• 13.1% fewer platelet transfusions
in 2015 than in 2013
– Apheresis declined by 15.4%
– WBDP increased by 33.7%

Ellingson KD, Sapiano MRP, et al. Continued decline in blood collection and transfusion in the
United States- 2015. Transfusion 2017;57:1588-1598.
www.aabb.org
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Platelet Supply: Types Routinely Stocked
What types of platelet product(s) do you routinely stock? Please choose all
that apply.
Types of Platelet Products
Random Donor/Whole Blood Derived Platelets (WBDP)

4%

Pathogen Reduced Single Donor

6%

Pre-pooled Whole Blood Derived Platelets (Acrodose Platelets)

8%

None, only order platelets for a specific patient need

20%

Single Donor Platelets (SDP)

80%
0%

20%

40%

60%

80%

100%

• Single Donor Platelet units are the most common type of platelet
products routinely stocked.

www.aabb.org
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AABB Hospital Awareness of FDA Draft
Guidance
• 98% of respondents are aware that there are different
strategies to mitigate the risk of bacterial contamination
in platelets.
• 94% of respondents are aware of the recommendations
in the March 2016 FDA draft guidance on minimizing the
risk of bacteria in platelets.

www.aabb.org
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Timing of Planned Implementation
Are you preparing to implement the recommendations based on the
draft guidance?
Implementation Plan
No

7%

Yes, prior to FDA release of final guidance

11%

Other (please specify)

18%

Yes, when final guidance is released, prior to the final
date of implementation

30%

Yes, when final guidance is released, using the final
date of implementation

34%
0%

www.aabb.org
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“Other” Implementation Plans
Are you preparing to implement the recommendations based on the
draft guidance? Other (Specify)
Preparing to Implement FDA Recommendations
(n=77)
Order Platelets as needed
Expecting PAS, Pathogen Reduced Platelets availability
Challenges (Expiration Date, Equipment, IT, Cost, Resources)
Already implemented increased bacterial safety method for
platelets
To be determined after the guidance is finalized
Reliance on options available from blood supplier

www.aabb.org

3%
5%
6%

8%
27%
49%
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Risk Mitigation Approach Planning
Which choice(s) might you implement? Please choose all that apply.
Implementation
Perform additional culture-based test cleared by FDA
on day 4

4%

Perform rapid test cleared by FDA as a "safety
measure" test on days 6 and/or 7 to extend shelf-life

26%

Only transfuse platelets on days 1-3

26%

Perform rapid test cleared by FDA on days 4 and/or 5

45%

Purchase pathogen inactivated single donor platelets

69%
0%

www.aabb.org
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Risk Mitigation Approach Planning
• More than half of responding hospitals (59%) indicated that
they would choose two or more risk mitigation methods.
• The remaining 32% of hospitals that only chose a single risk
mitigation method specified*:
–
–
–
–

20% PI SDP only (105,000 SDP)
4% FDA cleared rapid test on days 4 and/or 5 only (20,000 SDP)
4% Transfuse platelets on days 1-3 only (3,000 SDP)
3% FDA cleared rapid test as a safety measure on days 6 and/or 7
to extend shelf life only (27,000 SDP)
– <0.1% Perform additional culture based test on day 4 only (22,000)

• 9% of responding hospitals didn’t select any mitigation option
– These hospitals are expecting blood suppliers to implement
changes, are assessing the most cost effective options, or are
awaiting for FDA release of final guidance.

• The impact of these choices varied by the size of hospital
platelet transfusion service.
* (Number of SDP units transfused in 2016 by hospitals choosing this option)
www.aabb.org
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Which Bacterial Risk Mitigation choice(s) might
you implement? Children’s vs Adult’s Hospitals
Which choice(s) might you implement? Please choose all that apply.
Choices Implemented
Perform rapid test cleared by FDA on
days 4 and/or 5

82%

42%

Purchase pathogen inactivated single
donor platelets

53%

Perform rapid test cleared by FDA as
a safety measure test on days 6
and/or 7 to extend shelf-life

25%

Only transfuse platelets on days 1-3

6%

Perform additional culture-based
test
cleared by FDA on day 4

6%
4%

68%

29%

25%

18%
16%

Other
0%
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30%

Children's Hospitals
(n=17)

40%

50%

60%

70%

80%

90%

Adult Hospitals
(n=402)

• 76% of Children's hospitals chose 2 or more risk mitigation
strategies vs. 56% of adult hospitals.
www.aabb.org
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Challenges of Implementation
•

59% of respondents anticipate challenges for implementation of the draft guidance in their
institution
Challenges for Implementation (n=238)
Cost (Cost of testing, cost of reimbursement from Medicare/Medicaid,
Cost of Pathogen Reduced Platelets)

39%

Inventory Concerns/Shortages

28%

Staff Resources/Training

26%

Expecting Blood Supplier to implement necessary changes

24%

IT Concerns/ LIS Concerns/ Billing Codes

23%

Testing Time and Availability for Emergencies,
Implementation of Testing Procedures

22%

Logistics (Equipment, Trasnportation of Platelets)

8%

Extend/Maintain Expiration Date/ Labeling

8%

Outdates/Wastage (False Positive or Positive Results)

5%

Mangament Authorization

3%

Ethical Concerns (Human Error, Patient Care)

3%

Dual Inventory Concerns

2%

Volume for Testing
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Conclusions
• Respondents to the 2017 Platelet Bacterial Risk
Control Survey represent 41% of AABB transfusion
service facilities transfusing an estimate of 39% of
transfused platelets .
– Only 10% produce any of their own platelet supply and the
majority of them (80%) routinely stock single donor platelets

• Facilities are well aware of different strategies to
mitigate the risk of bacterial contamination in
platelets (98%) and have knowledge of the
recommendation to minimize the risk of bacteria in
platelets (94%).
www.aabb.org
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Conclusions
• Overall, hospitals are preparing to implement the recommendations
when the final guidance is released (34% using the final
implementation date and 30% prior to the final date of
implementation).
• Only 32% of responding hospitals plan to implement a single
mitigation option.
• Most hospitals plan to implement some combination of the following:
– Purchasing pathogen-inactivated single donor platelets (69%),
– Performing FDA cleared rapid test on days 4 and/or 5 (45%),
– Performing FDA cleared rapid test as a safety measure on days 6 and/or
7 to extend shelf life (26%)
– Only transfusing platelets on days 1-3 (26%).

• Most hospitals (59%) anticipate challenges in meeting guidance
requirements and rely on blood centers to provide products.
• Based on the number and size of hospitals that indicated they would
implement PI SDPs only, PI SDP demand is expected to be a
minimum of 269,000* units per year.
* Extrapolated PI SDP units using NBCUS total Apheresis Platelets Transfused in 2015.
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Thank You
Jessica Jacobson, MD
Jessica.Jacobson@nyumc.org
Sharon Carayiannis, MT(ASCP)HP
scarayiannis@aabb.org
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