Regulators’ role in bringing new PPE products to market
Update 14/5/20

The technical approval process is now a key priority of Lord Deighton. There has
been significant progress in bringing new UK manufacturers on board to produce the
priority products identified as a focus over the last two weeks: aprons, surgical
masks and gloves. Lord Deighton is focused on ensuring that this is not undermined
by avoidable delays in the technical approval process.

On 12 May Lord Deighton initiated a “deep dive” on technical approval and
workstreams have started looking at testing capacity, the guidance and support
available to new manufacturers and the operation of the Decision Making Committee
(DMC). Immediate actions resulted in appointing a new Chair of the DMC from
DHSC with recent experience at the HSE and revised terms of reference. We have
also provided additional resource to support prioritisation of that Committee’s work
and the triaging of requests.

We are currently focused on the process for obtaining technical approval for
products without a CE marking and for which HSE and MHRA have issued minimum
specifications. The PPE Make Team are taking a forensic look at the process to
identify any blockers or unnecessary steps and remove them. We have identified
testing house capability and capacity as potential blockers for some products and
have taken immediate steps to increase available capacity from abroad and using
UK capacity where it is available and can meet the short-term demand (see
recommendation 3 below). Another key priority is ensuring there is a clearly defined
pathway to guide manufacturers, and those working with them on the procurement
side. We are drafting simple process maps which will support the fraining initiative
described in recommendation 1.

Others issues may emerge as a result of the deep dive.
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Response to Implementation Unit recommendations

Overall, Lord Deighton has reviewed the findings and recommendations and agrees
with each. We have set out below for each recommendation the progress made so
far.

Recommendation 1

Procurers/purchasers could benefit from training on standards and the approvals
process, as they can then ensure that equipment has the correct documentation o
support rapid approval. OPSS/CO(Commercial) to investigate delivering training.

Progress
OPSS has worked with HSE to develop training for purchasers. The training is

currently being delivered to purchasers including CO, NHS, FCO, and Deloitte. The
training is a joint OPSS-HSE 2.5 hour workshop delivered online via zoom.

As of 14 May 105 trained out of 193 invited from NHS, CO, Deloitte, FCO and MoD.
Registration is currently open for another course next week. More courses will be run
in response to demand.

Recommendation 2

Pre-Approved designs and (i) manufacturing materials and (ii) techniques would
simplify the approvals process and allow more manufacturers to produce needed
equipment. Regulators already looking at this - best practice to be shared.

Update
On 5 May HSE and MHRA published guidance on minimum technical standards for

gowns, gloves, masks, respirators, eye protection and coveralls that do not have a
CE mark.

Held discussions with HSE and MHRA to understand how we can move forward to
develop pre-approved designs. Agreement in principle that if a manufacturer follows
a template, using the same material and manufacturing process as a product already
approved by HSE/MHRA then the product should not have to undergo testing again
(though the manufacturer would need to provide information on their quality
assurance process).

Recommendation 3 a

Improving prioritisation of work through testing houses.

Update
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We are examining the evidence to assess the extent to which testing house capacity
is slowing down deals. We are looking at whether prioritisation will address the issue
that has been raised by Deloitte and whether there are other options for improving
manufacturer accessibility to testing houses.

Recommendation 3 b

Increasing the number of Testing Houses (or using Approved International testing
houses) is also being examined by Regulators.

Update

PPE

The majority of the Notified Bodies have their test houses in the Far East as that is
where production is based. The exceptions are BS| and SATRA which have UK
based testing and have been very keen to assist to date. Both have performed
assessment/testing to support the Covid-19 response and have been able to cope
with all the testing requests so far.

The 3 UK testing houses report a turnaround of 3 days for eye protection, 7 days for
PPE masks. For gowns and masks currently 3 weeks lead in time, but the testing
house is redeploying staff to shorten these times.

In addition, we have established that the Defence Science and Technology
Laboratory (DSTL) has some capability and capacity for PPE testing and is keen to
help. They will require formal letters from HSE and the NHS. This is in hand.

OPSS can offer a form of basic mechanical test and desk top work in its test
laboratories. This is basically testing imports to identify fakes, but it frees up other
the laboratories to test PPE.

There are a large number of international testing houses in Europe and some in
China that we can draw on if necessary.

Medical devices:

OPSS have worked to open up a laboratory in the UK (BTTG) which had closed
down due to Covid-19 and they are now operating and can assist.

Surgical masks are more of an issue — the lead in time is 3 to 6 weeks. We are
taking steps now to secure testing capability and capacity outside of the UK {o avoid
potentially holding up contracts that Lord Deighton’s team is pursuing with
manufacturers. We have identified a laboratory in the US (Courtland Intertek) which
is accredited to undertake the necessary tests for surgical masks and appears to
have capacity. We have also reached out to DSTL through MoD.
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