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IDSc conference held at a new venue
Gudrun Westermann

The members of the Institute of Decontamination Sciences
(IDSc) held their annual conference as usual in early December, but on this occasion at a new venue in Hinckley, Leicestershire. After the opening speech by Trevor Garcia and Prof.
Tony Young, the keynote speaker Prof. Brendan Cooper, president of the Academy of Healthcare Sciences (AHSC), gave an
overview of the advantages of a general healthcare system,
such as the National Health Service (NHS), while including
a breakdown of staff positions: only 11% of personnel were
actually Healthcare Scientists (HSC), belonging to 57 different professions. But that 11% were involved in 80% of patient
diagnoses in that they supplemented the clinicians’ tasks and
e.g. carried out investigations, diagnostic tests, etc. That was
not adequately acknowledged by either the patients or the
public, and also applied to the reprocessing/decontamination
professions.
The AHCS wanted to change things. It was founded in
2015 in order to, among other things, amalgamate various
predecessor organizations for different professional sectors
and it also worked together with the IDSc.
Cooper described the different AHCS training levels
from assistant through practitioner, i.e. clinical scientist,
to consultant clinical scientist, while also presenting the
different qualification levels from the generalist, with less
in-depth knowledge, to the specialist who was highly qualified in one narrow field. He pointed out that despite the
extra workload more doctors, but fewer HCS, were being recruited, something that made it harder to manage the workload.
Cooper explained the structure and functions of the
AHCS. More input was needed to attain the goal of making a
positive impact on the public but that was possible since after
all, “the public” was going into and out of healthcare institutions on a daily basis. Here, contact with the media presented
a special challenge.
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Research and development were also important tasks for innovating routine healthcare practices. Anyone directly or indirectly involved in patient care could become a member and
use the title of Fellow of the AHCS. Membership was also
open to reprocessing personnel, who played an important
role in patient care even if they did not work directly with
the patient.
Robotics – the surgery of the future?
In the first session on robotics, Kyle Miller from Intuitive Surgical spoke about the intelligent future of surgery. The number of surgical procedures carried out was amazing: over a
million procedures had been performed worldwide in 2018.
Miller explained that there was a sharp rise in the number of
minimally invasive procedures. What role did robotics play
here? Well over 5,000 DaVinci systems were already in use
throughout the world. But patients were not all the same, e.g.
in the USA there were increased obesity rates, imposing different preconditions.
Miller explained that robot-assisted surgery paved the
way for procedures which were not feasible with conventional surgical techniques. Besides, simulation had in the
meantime improved to such an extent as to really mimic
reality – that was very beneficial for preoperative management. Miller compared surgeons with professional athletes who also had to meticulously prepare for comp etitive
sporting events. Intelligent systems and a human understanding of them were a prerequisite for further development.
Mark Slack from CMR Surgical spoke about the advent of a
new surgical device. Slack had until recently been head of
the Gynaecology and Urogynaecology Department at Cambridge University. He gave a number of historic examples of
medical “achievements” – many of which proved not to be

functional. Such errors as well as surgical mistakes and surgical site infections (SSIs) contributed to the injury or death
of huge numbers of patients.
By contrast, evidence-based medicine could save lives. As
one example where evidence was disregarded, Slack cited the
Challenger catastrophe – but it was not possible to outsmart
nature, as demonstrated by Slack based on a number of witty examples.
Back to medicine: was minimally invasive surgery better than open surgery? Slack stated that thanks to minimally
invasive procedures complications had been reduced by up
to 50%. Despite that, the proportion of minimally invasive
procedures was not as high as it should be since these were
technically very complex. Could robotics come to the rescue
here? Slack emphasized that the most important factor was
the team and explained how even seemingly minor details
contributed to the overall success.
Helen Campbell reported on the difficulties encountered
on introducing robot-assisted surgery. The first hurdle was
obtaining appropriate manufacturer’s Information for Use
(IFU) and reprocessing instructions since validation of reprocessing in the USA was mainly based on manual cleaning
steps. CE marking was also a problem. For reprocessing in a
washer-disinfector (WD) a special insertion cart was needed.
It was only after such a cart had been supplied that validation
of reprocessing could be carried out.
Contrary to the assumption of surgeons, it was not just
a matter of procuring the robots. Campbell explained the
extensive collaboration needed – with manufacturers, the
competent authorities, external laboratories, etc. – to put in
place a validated reprocessing/decontamination process as
a precondition for being at all able to use robotic systems.
In the specific case cited, that led to a delay of almost three
months. The speaker finished by pointing out that the deployment of this futuristic technology was associated with
a steep learning curve and that the reprocessing steps had
to be defined and the necessary equipment ordered at the
same time as the robotic systems because one could not begin to conduct surgery before the reprocessing processes
had been validated.
Wayne Spencer reported on reprocessing from the perspective of an authorized engineer (AE-D). He described the difficulties encountered when reprocessing robotic instruments
and pointed out that the AE-D not only approved the validation reports but should also provide advice and instructions on reprocessing. What kind of advice should be given as regards robotic instruments? One important question
was whether new reprocessing equipment was needed. That
called for investments.
But the AE-Ds were not responsible for certain tasks, e.g.
for compilation of the IFU. Nor could they confirm the accuracy of the latter – that was the manufacturer’s task. And
it was the Economic Operator who ultimately had to decide
whether a device was ready to use.
Armed with photos, Spencer demonstrated the reprocessing challenges and advocated that in certain cases the
AE-Ds should inform the manufacturers and the respective
hospitals that their reprocessing processes were not adequate.

Suitable equipment was also important – in that respect Intuitive Surgical had clear guidelines on the special equipment
and cycles to be used. “Similar” did not necessarily mean sufficiently equivalent here.
Dr Arman Motesharei from Stryker reported on the use of robotics in orthopaedic surgery. Robotics had been introduced
already early on, e.g. for certain neurosurgical procedures.
In orthopaedic surgery, for example, robotics helped
to reduce postoperative pain. Looking ahead to the future,
Motesharei said that the hardware was already well developed. Hence, progress was most likely expected in the software setting, e.g. for optimization of surgical procedure sequences. Management of the entire operation from the preoperative diagnosis through planning and conduct of surgery
to the postoperative outcome generated data, which in the
future could be used for surgical planning. That would help
develop much more standardized procedures.
Another goal was to further reduce the number of instruments so as to eventually achieve something akin to “surgery
out of a box”. At present, the predicted sizes of e.g. implants
continued to be an obstacle.
Doros Polydorou spoke about the bigger picture – expectations vs reality with regard to robotic surgery. He showed
videos from the early period of robot-assisted surgery in the
1980s with e.g. voice-operated instrumentation or coagulation.
Polydorou listed the areas where overall investments
were needed to establish robotic surgery. These ranged from
procurement through reprocessing to staff training. Conformity problems could also arise, in particular in the case of
IFUs from, for example, the USA which did not concord with
European provisions.
Polydorou stated that the IDSc had an important role here
in driving forward standardization and training.
Further growth was expected in this sector in the future.
Cooperation between the manufacturers and reprocessing
community would be all the more important. In the end, instruments had to be available in an impeccable state at the
right time and at the right place to assure patient safety.
  
Medical Device Regulation – the pitfalls
After lunch the focus was on issues around the Medical Device Regulation (MDR). Jack Walters, Sterile Management
Systems, first took a look at the unique medical device identification (UDI) and at implementation of MDR. Healthcare
institutions were obliged to save UDI data for implants and
other medical devices. In particular, if devices were to be
handed over to another establishment these details had to
be observed.
Walters explained in detail the requirements and pointed out that many institutions would have difficulty meeting
the set deadline of May 2020 since compliance with issues
around the UDI was very time consuming.
He elaborated on the requirements for registration pursuant to Article 29, for a “manufacturer” and for obtaining a
registration number. The administrative investment was immense. Walters said that, for example, it could take as many
as 125 working days to register 6000 sets, despite the fact
that similar sets could be grouped under a single No.
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Certain issues continued to be unresolved, e.g. whether and
to what extent older instruments had to be replaced, and it
would no longer be possible to process comments.
Walters finished off by saying that due to Brexit, too, the
requirements would have to be met because of the close interconnections and many requirements would apply independently of the EU.
Angelina Munabi and John Crompton compared the Medical
Devices Directive with MDR.
Angelina explained terms such as “manufacturer” and
summarized the requirements.
John elaborated on the term “economic operator”. The
economic operator was responsible for risk management.
MDR also set out specifications on how and when data had
to be collected on medical device safety (as part of postmarketing surveillance). There are new forms for vigilance and
surveillance and the incident reporting timeline has been reduced to 15 days.
Reprocessing of single-use devices could in future be regulated by individual countries. In some cases it has prohibited, and in some cases specific regulations applied. Pursuant
to MDR, the reprocessor became the manufacturer – Crompton concluded that this was something that no one wanted in
view of the plethora of requirements.
The NHS as trailblazer in the digitization of patient
care?
Professor Tony Young spoke about the future of patients in
the NHS. Since the summer he was responsible for innovation
and transformation at three hospitals. To that effect, a virtual polyclinic had been developed, initially for certain disciplines (e.g. dermatology and rheumatology). The aim was
to link the treatment provided by general practitioners and
hospital specialists. The system was effective in guiding patients through the care pathway from the initial appointment
and facilitated appointment allocation and coordination. For
example, it also made provision for making appointments directly with a physiotherapist. To date, the system had been
implemented in over 880 general practices.
Young concluded by stating that the new investments just
planned, including in large polyclinics, could be drastically
reduced and, in terms of climate protection, the system represented major progress.
  
Protein residues – when do they matter?
The last congress day began with a presentation by Brian
Wallace, Intuitive Surgical, on protein residues and their implications. Certain issues were unresolved, e.g. regarding the
immune response to protein residues, and what constituted safe threshold values. Biofilm and prions were particular
problems.
Wallace asked the audience whether residues that were
visible only after several hundredfold magnification were really a problem and whether they should form the basis for
national guidelines. He cited the findings of the German Society of Hospital Hygiene (DGKH) Detergent Testing Working
Group that had set out to develop a process challenge device
(PCR) that was resistant to cleaning. Wallace described the
approach taken to obtaining PCRs with fixed fibrin residues
from which no more fibrin could be removed after four-week
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exposure to water. It emerged that hydrophobic proteins, in
particular, were difficult to remove. Besides, interesting insights were obtained on the bioavailability of fixed protein.
That raised the issue of whether the protein residues described above where at all bioavailable.
Then Wallace went on to speak about the immune response elicited e.g. by injury. Similar reactions were triggered in the human organism during surgery, e.g. by electrocauterization. Several substances were introduced into the
body, hence an immune reaction was essentially expected.
In contrast to that was the hypersensitivity reaction, which
was an exaggerated and abnormal reaction to (certain) substances and was often preceded by sensitization. The speaker
explained the binding of antigen and antibody in accordance
with the lock and key principle, leading to the release of vasoactive substances. But treatment in a sterilizer also led to protein denaturation, thus abrogating the lock and key reaction
for the relevant protein.
In his summary Wallace stated that only fibrin was left behind once the water-soluble proteins were removed. Fibrin residues were not removed and could only be removed through
the use of special methods. Besides, the protein underwent
further denaturation on exposure to heat during sterilization,
hence a hypersensitivity reaction was no longer expected.
Wallace left the audience to ponder whether non-bioavailable residual protein at all presented a biological risk
and finished off by stating that further research was needed,
especially into an overall risk assessment. Studies of the bioavailability of residual protein could serve as a basis in that
respect.
The manufacturer’s Information for Use (IFU) continues to be a problem
Sharon Fox next reported on the IDSc National Survey. The
reason for that was shortcomings in the IFUs. The MDR called
for detailed instructions, while highlighting the parameters
currently used for cleaning. While the specifications set out
in the Health Technical Memorandum (HTM) were clear,
they were not necessarily incorporated by the manufacturers
into their IFUs.
Fox gave an overview of the different instructions taken
from 60 different IFUs during the survey. Differences were
noted in the validated types of detergents as well as in the
temperature ranges to be used for thermal disinfection.
That led to the conduct of a major survey of the most important parameters, revealing that despite the instructions in
the HTM everyone did as they pleased. For example, different detergents were used in different machines, at times even
within the same hospital. That meant that is was virtually
impossible for the manufacturers to issue clear instructions.
The IDSc now wanted to set a benchmark to establish the
state of the art and thus specify a range that was still acceptable. Acceptance criteria would apply throughout the entire
United Kingdom. It was intended to carry out a study in a
new WD to establish comparable cycles which could also be
used for performance qualification (commissioning tool).
Wayne Spencer spoke about the implementation of EN ISO
17664 in respect of the reprocessing parameters normally used in the United Kingdom. He explained the content of
HTM 00 which essentially served as the basis for competen-

cies and regulations. He then elaborated on some of the key
provisions of the respective regulations, including those relating to the Health and Social Care Act, which clearly stipulated compliance with the Medical Device Regulation. He
stated that MDR ushered in new pitfalls; if reprocessors did
not precisely observe the manufacturer’s instructions, they
automatically became the manufacturer. The IFUs were the
most important aspect when placing a device on the market.
HTM 01-01 contained instructions for selecting detergents. While it stated that preference should be given to alkaline detergents, it also clearly added “to the extent compatible”, which thus explained the widespread use of enzymatic
detergents.
Spencer next spoke about compatibility issues and explained that for certain reusable medical devices reprocessing instructions that were essentially compatible e.g. steam
sterilization, ultimately resulted in a limited service life; he
therefore gave preference to the term “limited use”.
Spencer went on to talk about amendments to 17664:2017.
It also contained a part that focused on non-critical medical
devices that were disinfected before use. That second part
was currently at the Draft International Standard (DIS) stage
and would be published in 2020. The IFUs had to definitely
be complete and also state if, e.g. a medical device could not
be subjected to automated, and thus validated, validated reprocessing.
That problem was becoming more widespread since instruments increasingly contained synthetic components.
Armed with photos from a manufacturer’s test laboratory,
Spencer demonstrated the multiplicity of materials that then
had also to be tested with a wide variety of process chemicals – a gigantic task, therefore compromises had to be made.
Common sense was needed when selecting detergents –
compatibility had to be assured. That could call for different
cycles and/or different WDs with various detergents.

ments. Furthermore, microscopy and borescope images were
transferred to a large screen, providing for rapid screening.
The system was currently undergoing validation and testing
by CSSD personnel. Capel highlighted the fact that a lot of
data still had to be collected before the system could be used;
individual trays had to be repeatedly reprocessed to generate
sufficient data to be used as a basis for identifying mistakes.
Ultimately, a zero mistakes’ quota was possible but that was
still a long way off.

The afternoon was brought to a close with a number of breakout sessions. Mark Capel from Steris spoke about assistive
technology to target zero defects with surgical trays. He began by taking a look at the recent findings by a Steris reprocessing department; around one out of 76,000 instruments
was found to be harbour soils, but prior inspection had identified several soiled instruments that were then recleaned.
One study by Southampton University compared microscopy results with those of visual inspection – microscopy examination proved to be superior for complex, e.g. jointed, instruments.
Human error was likewise seen, stated Capel, but a certain amount of bias was also introduced by human assumptions, for example joints were automatically assumed to harbour soils.
Corroded sites could contain bioburden, even if there was
little evidence of corrosion.
Another common problem related to an instrument missing from a tray, as seen for around one out of 8,000 instruments, but in most cases that was identified during the packing process. A weight check could help to pick up such mistakes, but there were also false-positive results.
Capel demonstrated various technical adjuncts, including
a Smart Packing Table that came with a microscopic camera
and tracking scanner, used for direct identification of instru-

Helen Campbell spoke about the IDSc Technical Certificate
which was designed to evaluate basic theoretical knowledge
and consisted of multiple choice questions. All materials were
now available in electronic form. It was important that participants kept their contact details up to date on the website
as their qualifications would be linked to them via the portal.

In the second session Nicola Crawford and Gavin Jackson
dealt with loan sets’ management. For orthosets certain components were assembled and modules could be fully tracked.
The sets were scanned with RFID when returned and a note
made of what was missing or had been consumed. These sets
were then completed and prepared to be loaned again. Each
item, as well as the entire package, had to feature a UDI. That
was a problem for the hospital since the instruments were not
always delivered in a sterile state. The IFUs and e.g. dismantling information, etc. were accessible online. Efforts were
underway for improving the packaging and for an online ordering portal that could be used by the surgical personnel.
Continuing education and training
The last session of the congress was devoted to continuing
education and training. Graham Wilson gave an update on
apprenticeships. He explained about the endpoint assessment
which, like a driving test, was conducted by an external, independent examiner.
Assessment consisted of, among other things, observation
(threefold for 10 min) and execution for around one hour of
various tasks from a list compiled by the employer.
The aim of the examination was not to tick off the different points but rather to conduct an overall general assessment of the candidate’s aptitude.

Andrew Carson gave an overview of the development of education and training programmes. New computer-based technologies had introduced major changes. For example, learning was
no longer confined to the classroom. Through smart phones,
etc. people were now used to learning at their own pace. Access was easier and more focused on everyday practice. The
new training course on the website comprised a three-level
course whose modules could be repeated as often as desired.
By way of example, Carson cited the case of an Irish hospital in which after the introduction of the course non-conformity rates dropped by 54%. After identifying the users associated with many instances of non-conformity, a refresher
course was organized and led to a further overall reduction
of 98% in the non-conformity rate.
That brought to a close the congress in Hinckley. Next year’s
meeting will be held in Newport, Wales. Information will be
made available on the website at www.idsc-uk.co.uk.
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