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Clinical trials under the Air Raid Alert
accompaniment”’

Veronika Patsko, MD

National Cancer Institute, Kyiv, Ukraine

1. Introduction

My name is Veronika Patsko, who is a clinical oncologist at the National Cancer Institute. The National
Cancer Institute is the largest governmental oncological center in Ukraine. We consulted more than 100,000
patients annually. There are 20 surgical rooms where thousands of surgeries are performed.

2. Before 24th of February

Before 24th of February, Ukraine had many clinical trials in different spheres, mainly oncology, rheuma-
tology, therapy, and so on (Fig. 1). On the moment of 24th of February, Ukraine, there were 120 ongoing
oncological studies, and over 80 of them were ongoing at the National Cancer Institute in different depart-
ments.

On 24th of February, terrible events began. People moved west, and some moved abroad. Many people are

afraid.

3. New phase of clinical trials

Therefore, that day, we had to start a new “phase” of clinical trial during the war. This came together with
the medical care. In addition, clinical trials are part of treatment, so especially in oncology, many patients
require new types of treatment, so we need to start something new. There were issues that I tried to combine

*' This presentation was provided on October 10, 2022, when our world saw terrible Russian attacks on the city center of Kyiv,

with an increasing number of civil victims even during this talk. According to the lecturer, at the time of publication in July
2023: bombing, their capabilities of conducting clinical trials become much better, keeping the level in peaceful time, with sub-
stantial global support; Ukrainian oncological patients desperately need clinical trials for them to be able to receive effective
new treatments for severe diseases, and Ukrainian infrastructure of clinical trials have been kept responding to the people who
most in need.

—136 —



Clin Eval 51 (1) 2023
Fig. 1 Before 24th of February
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into groups that was very important in the decision. First is information. Therefore, we need to assess the
capacity of our staff. They needed to save their families and children, so some of the staff moved. There was
a need for supplies, the need to save data, because it is very important in clinical trials, and everything was
about safety: safety of personnel, safety of patients, and safety of data.

4. Information

Information: I called it a period of letters and calls. It was very important for doctors to know where
patients were, whether they were safe, whether they could get to the clinic, whether they could receive
medical care, and to inform them what to do next. Therefore, if they are safe, they can visit the clinic where
we informed them whether we can continue their treatments. The second was to inform all team members.
We needed to know where all were, to whom we can rely in this period, who were staying in Ukraine, who
were moving abroad or moving to the western part, because for a few months, half of our team moved to the
western part of Ukraine, so we could only have calls from them, but they could continue care of patients who
also moved to the western part. As part of our patients, they moved and our doctors moved there, they could
continue, and also inform sponsors that we are continually working. We can provide them with information
and we can provide them supplies. So, it was a period when we had this bombing, and in the corridor, I was
working with a laptop writing many letters. We need to do many jobs like this.

5. Capacities
During the entire period starting from 24th of February, the National Cancer Institute did not stop its work (Fig. 2).
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Fig. 2 Capacities

National Cancer Institute
didn’t stop its work

We worked everyday 24/7, and in these photos, you can see the basement. It was supplied by water. The
beds were moved on the basement of National Cancer Institute. On the first days, we continued treatment
under- ground for patient to be safe, and also one bone marrow transplant was performed underground
because patient was already planned for this procedure. This procedure was planned for 24th, so we could
not post- pone it. Moreover, there was a problem in that a lot of clinics in Kyiv District were closed due to
occupation of that area, due to problems with roads, and a lot of patients who were treated there before the
work required oncological help in this period, and they were looking for an oncology clinic who can continue
this work. Starting from the beginning of the March, we just moved from the basement to our floors, in rooms
without windows. So we continued our work at the beginning, not as normal, but we tried to come back to
normal.

6. Staff

This was a big problem because many medical staff, especially nurses, lived in the Kyiv region, and they
could not work because of bombing, tanks, and troops on the roads. Thus, Kyiv was mostly isolated, with
only one road left to leave Kyiv or to come to there in the first month. Other areas were very dangerous to go
inside. You can see the doctors who were giving drugs to continue the treatment of patients. As a doctor, I
needed to examine the patients, take blood tests, make the drug for them, and then control the infusion. Thus,
a lot of work has been done. Most doctors performed the entire treatment cycle.

7. Supplies

Talking about supplies, I would like to remind me that [ am not talking only about the general work of the
National Cancer Institute as an oncological clinic, but also about clinical trials. So, everything like that was
done. All clinical trials were performed because we needed to collect biological samples and to work with
them, and we needed to provide patients with drugs from clinical trials. We had a pharmacist, me, and other
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doctors from other departments who continued this clinical trial. We continued to perform this procedure
according to the protocol and avoid protocol deviations. Our local laboratory performed all the required tests,
as well as an MRI machine and CT, and we could continue it according to the schedule.

As for supplies, we are lucky enough to be the biggest center, so there were a lot of supplies in our local
depots that we had enough to share with patients from other sites. Therefore, some sponsors decided that
patients, for example, from Kharkiv, which was and is continually and severely bombed, were moved to
Kyiv, and they just told us which medication we can give them in this clinical trial, because clinical trials are
ongoing in 5, 6, or 10 cities of Ukraine, so we have different sites, and we can move patients from site to site
in one clinical trial. From some parts of Kyiv, the patients, for example, were moved to the western part of
Ukraine, and some from the eastern part of Ukraine were moved to Kyiv, and we could continue their treat-
ment because we had enough supplies. This was a big problem for the first month because there was a prob-
lem with couriers. Nobody can bring this to us. Fortunately, we had sufficient drugs, so we only covered this
period. Then, when courier companies started to work again and when central depots started to work again,
we could obtain new deliveries of drugs.

In addition, on 24th of February, all civil flights stopped, and there was a problem with delivery because it
took more time. Essentially, it was difficult in Kyiv, as there was only one road left that could be used for
civil transportation for the first period. It was difficult for sponsors to deliver the drug and also to deliver back
biological samples from sites to the central laboratories. In addition, many men went into the army, so there

were not enough workers, but now we are working almost as it was before the war.

8. Data

It was very important for us to have access to the Internet, source, documentation, and safety of source
documentation on sites, because some sites in Ukraine were bombed. However, at the National Cancer
Institute, there was no problem with electricity, there was no problem with access to source documentation,
and there were enough doctors to put this information into the eCRFs. Talking about the National Cancer
Institute is safe. The building was not directly bombed.

As for the biological samples, we were lucky enough to have uninterrupted power supplies all the time.
Therefore, there were no problems with electricity. All samples survived this period until courier companies
worked again, so everything was safe. There were no protocol deviations even during the hardest period, but
there was a problem with kit supply for the first few months, but now it is also absolutely fine, almost as it
was before the war.

9. New reality of clinical trials in Ukraine

This is a map of the attacks on Ukraine (Fig. 3). Data is till yesterday. Ukraine is quite a large country, and
there is a large distance between the battlefield and other cities in which many clinics have participated in
clinical trials, including oncological trials. Therefore, the distance is quite large, and we can continue to per-
form clinical trials almost as before the war.

We are in great demand from the patients who require this help (Table 1). I can provide you with a simple
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Fig. 3 Clinical trials in Ukraine — new reality: map of attacks (as of October 9, 2022)
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This map was copied from the data provided in “DeepStateMap. Live” on October 9, 2022. The situation is
changing every day, and you can find the latest map on the website of “DeepStateMap. Live.” Its update is not
secured; thus, it is cautioned not to use it for actual needs, for example, evacuation.

example from Oncology. For example, for people with melanoma, we have immunotherapy, but in the case
they progressed, we had no treatment for them, and only conducted clinical trials. There are many patients
who require new treatment, which has not yet been registered, because they used all their probabilities of
treatment that we have in this study. Some of them cannot move abroad because they have children, they
probably have old parents, and they cannot move abroad for treatment, but they need it here. Often, patients
ask me about this. They called our center and asked me whether we had clinical trials. Therefore, statistically
from the Cancer Institute, 10% of our patients in clinical trials were moved abroad to other sites with the
same protocol and continued treatment in the clinical trial. Now, we have high requests from patients because
patients from territories that were occupied come to the west, so Kyiv, Lviv, or in cities where it is more
peaceful currently, they are ask-

ing about treatment, so we need

fo treat even more patients, and Table 1 Clinical trials in Ukraine — new reality: demand from patients

so there is high demand.
As it was during the COVID
period, now also there is a big gap

Nearly 10% of patients were moved on sites abroad and continuing
their treatment there

Now the quantity of patients 30% higher than on 23rd of February

mn dlagnostlcs and treatment and More advanced diseases due to gap in accessibility of medical care

many patients who could be treated High demand on clinical trials among Ukrainians

at earlier stages. In addition, for But recruitment that was stopped on 24th of February still not opened

advanced diseases, according to
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Fig. 4 UPD: morning of 10th of October, 2022

international guidelines, we need to include these patients in clinical trials to have more opportunities to live
longer.

Our workforces are almost the same as before the war. We are working in our general routine, and it is
relatively safe for both patients and staff to continue working as we used to. In addition, patients are moving,
and they require this help, so there is a high demand, and there is a possibility from our side to continue treat-
ment like this. We can also continue to provide shipment of biological samples, and sponsors can deliver
drugs with temperature control, so it is absolutely possible as it was before.

10. Present situation in Kyiv

Here is a phrase like a military joke, “Being a Ukrainian is to be ready for the end of the world but also
have plans for the future.” However, today, I would like to make some updates regarding the situation in Kyiv
and just to remind us that the war is still ongoing. Today, these are photos taken a few hours ago (Fig. 4). It
is similar to the city center of Kyiv. Eighty rockets were fired in many cities in Ukraine, and they bombed the
entire country. I would also like to show you several videos. You can see a kindergarten ground in the city
center. The consequences of the bombing are evident. It was our morning today.

So please stay with Ukraine and support Ukraine. Thank you for your attention.

Discussion

Q I am thinking about where the rest of the world today? They watched these presentations. This war
was not simply a military action. These are not simply armies or weapons. However, it is also people fighting
for their lives, and you people here are on the front lines. You are fighting for your country and your lives

because the soldiers are there. The final video was terrible. If I refer correctly, that is, to the bridge to the
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peace monuments between Russia and Ukraine. It is an absurdity. It is very important what you are doing,
and the work you do is heroic. Thank you for coming here today sharing this information with us.

Patsko Thank you for your support and attention. You are correct about this monument, but there is no
further friendship between our people. They are just terrorizing civil cities. Today, there were 10 bomb
attacks, which came into the city, 10 dead people, and while we were talking, it is already 11, so one person
died in the hospital during our talk, and there were kids among them. Thus, it was just civilian people who
were going to work in the city center with no military objects at all. The Central Ukrainian University has
museums in this region. We only had a hole on the road and 10 dead bodies. We continue to live and discuss
our main topic in this talk. My colleagues, who have presented before, agree with this. Today, until five in
the morning, the situation is slightly different. Therefore, it is almost calm in the city. There was a problem
in the eastern Ukraine. We have our soldiers dying there for our freedom, for our democracy, but we continue
to develop science, we continue to develop. During the war, for example, at the National Cancer Institute, we
put a new linear accelerator and opened a new neurosurgical department, so we continue to develop and live

here. We cannot simply freeze or stop doing things.

— 142 —




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (Adobe RGB \0501998\051)
  /CalCMYKProfile (Japan Color 2001 Coated)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness false
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.00000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages false
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.00000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages false
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.00000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /BleedOffset [
        0
        0
        0
        0
      ]
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName (Japan Color 2001 Coated)
      /DestinationProfileSelector /UseName
      /Downsample16BitImages true
      /FlattenerPreset <<
        /ClipComplexRegions true
        /ConvertStrokesToOutlines false
        /ConvertTextToOutlines false
        /GradientResolution 400
        /LineArtTextResolution 1200
        /PresetName <FEFF005B9AD889E350CF5EA6005D>
        /PresetSelector /HighResolution
        /RasterVectorBalance 1
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MarksOffset 0
      /MarksWeight 0.283460
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PageMarksFile /JapaneseWithCircle
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [300 300]
  /PageSize [612.000 792.000]
>> setpagedevice


