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Certified Endoscope Reprocessor (CER) lessons 
provide members with ongoing education focusing 
on the maintenance and handling of endoscopes. 
These lessons are designed for CER recertification, 
but can be of value to any CRCST.

Earn Continuing Education Credits:

Online: Visit www.iahcsmm.org for online
grading.

By mail: Mailed submissions to IAHCSMM will not 
be graded and will not be granted a point value
(paper/pencil grading of the CER Lesson Plans is
not available through IAHCSMM or Purdue 
University; IAHCSMM accepts only online 
subscriptions).

Scoring: Each online quiz with a passing score 
is worth 2 contact hours toward your CER 
recertification (6 points) or CRCST recertification 
(12 points).

More information: IAHCSMM provides online 
grading service for any of the Lesson Plan varieties. 
Purdue University provides grading services 
solely for CRCST and CIS lessons. Direct any 
questions about online grading to IAHCSMM at 
312.440.0078.

LEARNING OBJECTIVES 
1. Understand the impact of the pandemic on sterilization standards development
2. Review the amendments to ANSI/AAMI ST79
3. Review the progress of ANSI/AAMI PB70
4. Review the development of ANSI/AAMI ST91

Standards Development 
in the Age of COVID-19

T
he COVID-19 pandemic has 
proven challenging for virtually 
everyone across the globe. As 
the virus spread from country 

to country and region to region, the 
overwhelming response was to shut down 
all but the most essential activities. While 
healthcare was, understandably, deemed an 
essential business, many of the “normal” 
business activities were not. This included 
non-emergent medical procedures, 
vendors visiting healthcare facilities, and 
the holding of local, regional, national and 
international healthcare conferences. Many 
conferences were canceled for the year and 
some organizations switched to virtual 
offerings to provide needed accredited 
education and relied on virtual exhibitions 
to connect healthcare professionals with 
vendors and their latest information, 
products and services.

Objective 1: Understand the impact of 
the pandemic on sterilization standards 
development
Standards-based activities were also 
impacted by the pandemic. The Association 
for the Advancement of Medical 
Instrumentation (AAMI) Sterilization 

Standards Committee was set to meet 
the week of March 16, 2020, at AAMI 
headquarters in Arlington, Va. It was during 
that time that many announcements were 
made about canceling or postponing 
meetings. AAMI’s announcement came 
on March 12, just a few days before the 
meetings were to have started. AAMI’s 
new headquarters were capable of hosting 
both in-person and remote meetings 
simultaneously, and the association had 
the infrastructure to successfully make all 
workgroup meetings virtual. 
 AAMI’s ability to pivot effectively meant 
that its standards development did not 
have to come to a standstill in light of the 
pandemic. Some important standards 
under development moved forward and 
have been or soon will be published. 
This lesson provides a summary of 
AAMI standards development of interest 
to the Sterile Processing profession, 
including those responsible for endoscope 
reprocessing.

AAMI Sterilization Standards Committee 
The AAMI Sterilization Standards (ST) 
Committee held meetings the week of 
March 16, 2020 (although a number 
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of workgroups decided to postpone 
and reschedule their meetings to a later 
date). What follows are some significant 
developments that arose from those 
meetings:

Review amendments to ANSI/AAMI ST79, 
Comprehensive Guide to Steam Sterilization 
and Sterility Assurance in Health Care 
Facilities
AAMI ST/WG40 is responsible for 
probably the best known of the ST 
Committee documents, ANSI/AAMI 
ST79, Comprehensive Guide to Steam 
Sterilization and Sterility Assurance in 
Health Care Facilities. ST79 had just been 
reviewed, significantly revised/updated, 
and published in 2017; however, there were 
areas the Workgroup determined needed 
to be addressed by amending the standard, 
rather than waiting for the typical five-year 
review. These amendments included:

Amendment A.1: Amendments for 
Environmental Services/Fans/Food and 
Drink. The purpose of this amendment 
was to provide clearer, more specific 
requirements when it came to the area 
of environmental cleaning of sterile 
processing departments. Further, the 
amendment recommended against the 
use of fans, fixed or portable, in any area 
of sterile processing. Additionally, food 
and drink are to be strictly prohibited 
in areas where medical devices are being 
processed. The changes are to be found in 
Section 3 of ST79.

Amendment A.2: Amendment for Inspection 
of Insulated Instruments. This amendment 
proposed to add two new subsections to 
Section 8 of ST79. The additional text 
makes stronger recommendations for the 
inspection of during processing of the 
cleanliness and integrity of a medical device 
- including the use of enhanced inspection 
tools, such as lighted magnification and 
borescopes. A new section, 8.2.1 specifically 
identifies electrosurgical instruments as 

needing additional, relevant inspection 
steps, including testing for electrical 
integrity, insulation integrity, and other 
physical damage.

Amendment A.3: Amendment for 
Modification of Content Pertaining to 
Frequency of Cleaning for Routine Care 
of Sterilizers for Sterile Processing Areas in 
Health Care Facilities. This amendment was 
drafted to remove from section 12.4 the 
requirement for daily cleaning of sterilizers. 
The text was revised to recommend 
following the IFU of the sterilizer 
manufacturer, as far as frequency - and to 
conduct visual inspection daily.

Amendment A.4: Amendment for Content 
Addressing Recording BI Lot Numbers in 
Sterilizer Records for Sterile Processing in 
Health Care Facilities. The purpose of this 
amendment was to clearly state that the 
lot number of the biological indicator (BI) 
being used (including the control) should 
be documented/recorded.

 Over the course of the October 2019 and 
March 2020 working group meetings, all 
four of these amendments were adopted. 
They will be distributed to owners of 
ST79:2017 edition as amendments to 
that document. AAMI ST/WG40 took 
up, briefly, another matter - drafting of 
a TIR109, External Transport of Medical 
devices Processed by Health Care Facilities. 
The Workgroup agreed that this is an area 
of need and a gap in the standards exists 
that could be addressed by a new document. 
Volunteers were asked to help craft an 
initial working draft of this document 
for consideration by ST/WG40 when the 
working group meets again in October 2020.

Objective 2: Review the progress of ANSI/
AAMI PB70, Liquid Barrier Performance and 
Classification of Protective Apparel and 
Drapes in Health Care Facilities
The AAMI Protective Barriers (PB) 
Committee is a separate, distinct 

committee from the Sterilization Standards 
Committee. There is much overlap in 
membership between the two committees; 
therefore, the PB Committee often meets 
during Sterilization Standards week. PB’s 
best known, most frequently referenced 
document is ANSI/AAMI PB70, Liquid 
Barrier Performance and Classification of 
Protective Apparel and Drapes in Health 
Care Facilities. Last updated in 2012, the 
PB Committee has been updating this 
important document to address evolving 
needs in the area of protective attire. While 
the document was approved by ballot prior 
to the March 18, 2020, meeting, a number 
of significant technical comments were 
received, including some accompanying 
negative ballots. As a result, the Committee 
required two four-hour meetings to resolve 
the comments and arrive at a completed 
draft to forward on to AAMI and ANSI for 
adoption and publication. 
 Not surprisingly, with all the challenges 
related to PPE shortages as a result of the 
COVID-19 pandemic, the importance of 
the work of the Committee could not be 
overstated. Representatives from industry, 
from testing labs, from regulatory agencies, 
and healthcare professionals participate 
in the Committee. It was the reports from 
the frontlines of the pandemic by the last 
group that captured attendees’ attention. 
 Ultimately, the submitted comments 
were resolved and the Committee agreed 
that the draft with comment resolutions 
was ready to move forward to AAMI 
and ANSI for adoption and publication. 
A number of important updates were 
made to the 2012 document, including 
definitions and specifications for new 
categories of gowns: procedural gowns, 
decontamination gowns, and a surgical 
gown with extended critical zones. In 
addition to these new categories of gowns, 
the scope of the document was broadened 
to include other items intended to be 
worn as a liquid barrier and liquid borne 
microbial barrier claims, including head 
coverings, and footwear covers. 
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 With these and other important 
revisions, it is expected that this revised 
version of PB70 will be published this 
year. The Committee will now take 
up AAMI TIR11, Selection and Use of 
Protective Apparel and Surgical Drapes in 
Health Care Facilities, the very important 
companion/guidance document for 
PB70. With the revision of PB70, TIR11, 
of course, will need to be updated to 
align and support the newest revision of 
PB70.

Objective 3: Review the development of 
ANSI/AAMI ST91, Flexible and Semi-Rigid 
Endoscope Processing in Health Care 
Facilities
In 2015, the landmark AAMI standard 
ANSI/AAMI ST91, Flexible and Semi-
Rigid Endoscope Processing in Health 
Care Facilities, was published. There 
was already a significant amount of 
concern, based upon published studies 
and anecdotal evidence, to motivate 
the development of ST91. The final 
impetus for this came from a couple of 
conferences jointly sponsored by the 
US Food and Drug Administration and 
AAMI in the summer of 2011. With the 
evidence presented and the discussions 
had by participants, reprocessing of 
flexible endoscopes was identified as 
an area of deep concern. In 2015, just 
as AAMI ST/WG84 was concluding 
its work on the draft of the soon to be 
ST91, the headlines regarding serious, 
life-threatening infections associated 
with duodenoscopes and antibiotic-
resistant organisms hit the front pages 
of newspapers and were the lead stories 
on electronic media outlets. As the news 
grew more grim, AAMI ST/WG84, even 
though it had just completed ST91, 
determined it was vital to begin review 
and revision of the newly-published 
standard to meet the new evidence of the 
significant failure of processing to render 
flexible endoscopes safe to use on the 
next patient.

 Four years and several drafts later, 
AAMI ST/WG84 took up the second of 
the balloted Committee Drafts for review 
of submitted comments and to resolve 
whether to move this latest draft forward 
for adoption and publication by AAMI 
and ANSI.
 Due to timing, ST/WG84 did not meet 
during the March 2020 Sterilization 
Standards week and instead postponed 
any meeting until mid-June, when it was 
hoped enough time could be set aside for 
working group members to participate in 
three, three-hour meetings. Thankfully, 
these meetings proved to be enough time 
to discuss and resolve the comments. The 
ballot that had accompanied this latest 
committee draft for vote had received 
enough votes and enough affirmative 
votes to support the adoption of the 
document; however, major issues remained 
to be discussed and there remained the 
possibility that significant technical changes 
would require the document to go out 
again for comment and ballot. At the 
end of day three, with all the comments 
resolved, the consensus among the 
Workgroup was that the changes made did 
not involve significant technical changes. As 
a result, the Workgroup recommended that 
this latest draft, with resolved comments, 
be moved forward in the process toward 
approval by AAMI and ANSI as an updated 
version of ST91.
 Compared to the 2015 version of the 
standard, many significant additions and 
modifications were made, including the 
following:

• The time between precleaning and  
 manual cleaning needs to be recorded  
 and a means for communicating this to  
 processing staff so that they can  
 confirm that processing has begun  
 within the specified time (e.g., one  
 hour). 
• Cleaning verification testing was  
 recommended in the 2015 version of  
 ST91, but the latest version gives more  

 specific direction, including requiring  
 testing for high-risk scopes each time  
 they are processed. It is also highly  
 recommended to test all non-high-risk  
 scopes at regular established intervals.
• There has been confusion about when  
 cleaning verification should be done  
 with endoscopes. This latest version of  
 ST91 clarifies that cleaning verification  
 is to be performed after manual  
 cleaning, not after high-level disinfection.
• Visual inspection of the endoscopes  
 during processing is a point of  
 greater emphasis. Endoscopes should  
 be inspected for damage and also  
 inspected for any residual contamination.  
 The use of enhanced visual inspection  
 tools, such as lighted magnification  
 and borescopes, is strongly advised.
• Research, particularly recent research,  
 has revealed that flexible endoscopes  
 are not being adequately dried during  
 drying procedures. This latest version  
 of ST91 makes specific recommendations  
 about the need to dry and to verify that  
 endoscopes that are going into storage  
 are dry.
• Sterilization of flexible endoscopes  
 has been a topic of much discussion.  
 This latest version of ST91 more  
 directly recommends the sterilization  
 of endoscopes if they are to come in  
 contact with sterile tissue during use.

Conclusion
The ability to work remotely and safely 
during this time of the COVID-19 
pandemic, along with the dedication and 
perseverance of AAMI staff and members 
of AAMI’s standards committees, allowed 
the development and completion of 
important documents to still be completed. 
Some of these updated documents have 
already been published and others will be 
soon, and they address key areas of practice 
and other factors that will help improve 
patient and employee safety and outcomes.




