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Abstract: In vitro diagnostic (IVD) medical laboratory
devices, tests and equipment are closely related with pub-
lic health, patient safety and the safety of all who utilize
these tools in laboratories. The close monitoring of the
process from the production line to the end-point user is
crucial so that IVD devices and tests do not pose a risk
to individuals and society. Based on this background, the
“First Turkish in vitro Diagnostic Symposium: Medical
Laboratory Tests” was held in February, 2016. The sym-
posium was organized by the cooperation of Turkish Bio-
chemical Society, [zmir Branch and Dokuz Eylul University
Health Sciences Institute along with the contributions of
TurkLab Calibration Association. It was intended that the
meeting would shed light on questions such as, ‘What is
the place and importance of IVD in Turkey?’, ‘What are the
responsibilities of educational institutions?’, ‘What is the
role of Ministry of Health?’, with the aim that the answers
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would help to determine the infrastructure needed for
successful production of IVD medical devices in Turkey.
At the end of the symposium, feedback from participants
were collected via a questionnaire. This article presents
the general evaluation of the symposium based on the
results of this survey.

Keywords: In vitro diagnostic medical devices; Innova-
tion; Manufacture; Informatics; Education; Patient safety;
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0Ozet: In vitro diyagnostik (IVD) tibbi cihaz (TC), tibbi labo-
ratuvar testleri ve ekipmanlari, halk sagligi, hasta giiven-
ligi ve testleri laboratuvarda kullananlarin giivenligi ile
yakindan iliskilidir. Bu materyallerin birey ve toplum sag-
1181 icin herhangi bir risk olusturmamasi, iiretimlerinden
tiiketilmelerine kadar gecen siirecin iyi kontrol edilmesi
ve degerlendirilmesine baglidir. Bu temel gereksinimden
yola cikilarak; 2016 yili Subat ayinda Dokuz Eyliil Uni-
versitesi Saglik Bilimleri Enstitiisii ve Tiirk Biyokimya
Dernegi Izmir Subesi ortakligina ek TiirkLab Kalibras-
yon ve Deney Laboratuvarlari Dernegi’nin katilim des-
tegiyle, “1. Tiirkiye in vitro Diyagnostik Sempozyumu:
Tibbi Laboratuvar Testleri: Egitim-Ogretim, Arastirma,
Uretim, Hizmet, inovasyon, Bilisim” bashig ile bir sem-
pozyum gerceklestirilmistir. Sempozyum kapsaminda;
‘Tiirkiye’de IVD’nin yeri nedir?’, ‘Egitim kurumlarinin
sorumluluklar1 nelerdir?’, ‘Yasal uygulayict olan Sag-
Iik Bakanligr'nin rolii nedir?’ gibi temel sorulara ac¢iklik
kazandirilmasi ve iilkemizde IVD-TC iiretiminde basarili
olmak icin gereken alt yapinin belirlenmesi, sorunlarinin
tartisilmast amaclanmistir. Sempozyum sonunda, anket
uygulamasi ile katilimcilardan sempozyuma yonelik geri
bildirimler alinmistir. Bu yayinda, anket ¢calismasi sonug-
lar1 sunularak sempozyuma yonelik genel bir degerlendi-
rilme yapilmistir.
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Anahtar Kelimeler: In vitro diyagnostik tibbi cihazlar; Ino-
vasyon; Uretim; Bilisim; Egitim; Hasta giivenligi; Labo-
ratuvar testleri.

Introduction

In vitro diagnostic products (IVD) are defined as all rea-
gents, instruments, and systems used for the collection,
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preparation, and examination of biological specimens, to
diagnose, treat or prevent diseases as well as to determine
the health status of an individual [1]. Turkish regulation
concerning medical equipment used in vitro (published
in the Official Gazette in 2007) defines IVD as all rea-
gents, calibrator and control materials, kits, tools, instru-
ments, equipment or systems that have been designed by
the manufacturer to obtain information mainly about (a)
physiological or pathological conditions or (b) congenital
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Figure 1: The detailed distribution of the invited speakers based on their institutional origin.
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Figure 2: The detailed profiles of the symposium participants.
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abnormalities or determining (c) appropriateness and
reliability for potential recipients or (d) in vitro examina-
tion of the samples taken from the human body, includ-
ing blood/tissue donations, whether they are used alone
or with other instruments for monitoring treatment; and
the sample dishes with/without vacuum characteristics,
which are used by the manufacturer for the storage and
preservation of samples derived from human body spe-
cifically for in vitro medical diagnostic examinations [2].
Products within the scope of IVD are used in obtaining,
storing, preparing and analyzing the sample materials
from the individuals. It is considered, more than 50% of
the medical decisions worldwide are taken through results
of IVD medical devices/tests.

As the USA is the pioneer and director of the develop-
ments in the IVD field, the greatest contribution to legisla-
tion and regulations related to IVD were provided by the
American FDA, the legislations and regulations prepared
by the European Union (EU) (98/79/CE IVD-TC directive),
United Kingdom (UK) and Australia also contributed to
the progresses and developments in the field [1, 3-6].
Today, the world medical device market has 60.5 billion
dollars share in economy thus its existence will also be
important in coming years [7]. This share is predicted to
reach 75 billion dollars in 2020 [8].

In the EU harmonization process of Turkey, signifi-
cant steps have been taken regarding IVD products within
the scope of legislative arrangements, as of 2007, the
‘98/379 EEC Directive’ of the EU has entered into force.
“Regulation Concerning Medical Equipment Used in
vitro” was amended and published in the Official Gazette
(07.06.2011, N0.27957). IVD field in Turkey is in continuous
development from production to use of these products.
Taking into consideration that a meeting assembling all
stakeholders, inevitably and significantly would contrib-
ute to this process, “first Turkish in vitro Diagnostic Sym-
posium: Medical Laboratory Tests: Education-Training,
Research, Production, Service, Innovation, Informatics”
was held between 18 and 20 February 2016, with contri-
butions of Turkish Biochemistry Society izmir Branch,
Dokuz Eyliil University Health Sciences Institute and
support of TurkLab Calibration and Experimental Labora-
tories Association.

The symposium aimed to raise awareness on recog-
nition of IVDs in Turkey, and to create an infrastructure
that would foster the production and innovations in this
sector, to facilitate the understanding of the necessary
issues underlining the legislations as well as to serve as
a platform that would help to improve the areas requir-
ing development. This article aims to share the details of
the symposium and results of the feedback gathered from
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Table 1: The results of the questionnaire.

Questions Options Results (%)
How did you learn about this E-mail 53.57
symposium? Banner 7.14
WEB 10.71
From a 32.14
colleague
How would you rate Sufficient 50.00
the effectiveness of the Not sure 25.00
announcements of the symposium?  Insufficient 25.00
What is your overall impression Successful 86.21
about symposium? Not sure 10.34
Unsuccessful 3.45
Did you encounter any problems No 100.00
during registration? Yes 0.00
What are your thoughts about the Too long 10.71
length of the symposium? Sufficient 82.14
Too short 3.57
Were the allocated times for the Too long 3.57
session was appropriate? Sufficient 92.86
Too short 3.57
What is your opinion on the Excessive 7.14
number of topics discussed within Sufficient 57.14
the scope of the symposium? Insufficient 32.14
Did the symposium fulfill your 1 3.45
expectations, please rate (1-not at 2 6.90
all, 5-fully) 3 20.69
4 41.38
5 24.14
What is your opinion about invited Excessive 10.71
speakers? Sufficient 60.71
Insufficient 25
What is your impression of the Positive 71.43
symposium venue? Neutral 0
Negative 3.57
What is your belief about the Positive 55.17
contribution of the symposium to Neutral 44.83
the situation assessment in IVD in Negative 0
Turkey?
Are you planning to attend next IVD  Yes 44.83
symposium? Undecided 48.28
No 6.90

the participants through the questionnaire carried out at
the end of the symposium. We believe such data will be
interesting to the biochemistry community, which uses
IVD medical devices and tests in all fields of their profes-
sional lives.

Discussion

IVD constitutes an important and valuable segment of the
global healthcare industry [7]. In this sector, day by day,
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better diagnostic tools, advanced treatment monitoring
techniques, advanced rapid diagnosis/response tests are
on the stage, thanks to the technological developments.
This symposium aimed to bring all related stakehold-
ers together in order to contribute to the recognition and
development of IVD products in Turkey [9].

All institutions, organizations, and individuals asso-
ciated with IVD in Turkey were informed and invited to
the symposium via e-mail, web sources, posters or indi-
vidual communications. Within the scope of the sympo-
sium, especially the representatives of the Ministry of
Health, as the legal authority in our country, the Turkish
Standards Institute as the conformity assessment organi-
zation, representatives of important global IVD producers
and worldwide known companies which have a produc-
tion line in Turkey, scientists engaged in health technol-
ogy related researchers in engineering fields; students;
representatives of other non-governmental organizations
participated at this event. A total of 39 speakers gave
presentations on different aspects of IVD related issues.
The detailed distribution of the invited speakers based
on their institutional origin is presented in Figure 1. A
total of 120 participants including 55 university-person-
nel, 38 company representatives, 17 representatives from
trade associations-institutes and 10 clinician physicians
working at hospitals attended this 3 day event (Figure 2).

The fact that the participants of the symposium were
involved with different stages of IVD products, suggests
that the main purpose of the symposium which was ‘to
bring together all the stakeholders’ has been fulfilled.
Although the majority of the participants (94/120) to this
symposium organized for the first time were from Izmir,
there was also significant contribution (36/120) from other
cities as a sign of interest to IVD in Turkey.

To evaluate the impact of the symposium, we con-
ducted a questionnaire consisting of 12 questions on
the last day of the event (Table 1). One-third of the par-
ticipants answered the questionnaire. 86.2% of the par-
ticipants rated the symposium as successful and 75.6% of
them found the scientific content successful. While 60.1%
of the participants stated that the number of speakers
was sufficient, 25% stated there should have been more.
Finally, 55.2% of the participants stated that the sympo-
sium contributed positively to evaluation of IVD in Turkey
and 44.8% reported that they would participate if the IVD
symposium was held again in the coming years.
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Conclusions

IVD products were the focus of this symposium organized
by the participation of academicians, medical laboratory
supervisors and specialists, research physicians and other
representatives from universities, legal authority, and
industry. During the symposium, significant gaps-problems
in IVD field in our country were discussed and suggestions
for development were voiced. The results of questionnaire
conducted to evaluate the symposium show that the main
purposes of the symposium were fulfilled. As great major-
ity of participants rated the symposium as beneficial and
successful, it is clear that similar activities are required to
overcome the barriers observed in IVD field in Turkey.

Conflict of interest statement: Authors have no conflict of
interest.

References

1. US Food and Drug Administration. Code of Federal Regulations,
Title 21, Volume 8. Revised as of April 1, 2016. CITE: 21CFR809.3.
Available at: http://www.fda.gov/MedicalDevices/DeviceRegu-
lationandGuidance/IVDRegulatoryAssistance/ucm123682.htm.
Accessed: Nov 2016.

2. T.C. Ministry of Health ‘IVD-TC Directive’. Available at: http://
saglik.gov.tr/TR/belge/1-4133/in-vitro-vucut-disinda-kullanilan-
tibbi-tani-cihazlari-.html. Accessed: Nov 2016.

3. Directive 98/79/EC of the European Parliament and of the Council
of 27 October 1998 on in vitro diagnostic medical devices, O)

L 331 of 7 December 1998. Available at: https://ec.europa.eu/
growth/single-market/european-standards/harmonised-stand-
ards/iv-diagnostic-medical-devices_en. Accessed: Nov 2016.

4. IVD United Kingdom. Available at: https://www.gov.uk/
search?g=in+vitro+diagnostic. Accessed: Nov 2016.

5. IVD Lab production in Australia. Available at: https://www.tga.
gov.au/publication/regulatory-requirements-house-ivds-aus-
tralia. Accessed: Nov 2016.

6. Australian Regulatory Guidelines for Medical Devices. Available
at: https://www.tga.gov.au/ivd-guidance-documents. Accessed:
Nov 2016.

7. The Worldwide Market for in vitro Diagnostic (IVD) Tests, 10th
Edition; Klorama Information, August 22, 2016. Available at:
http://www.kaloramainformation.com/Worldwide-Vitro-Diagnos-
tic-10206771/. Accessed: Nov 2016.

8. European VD Market Statistics Report 2014 EDMA. Available at:
http://www.medtecheurope.org/node/703. Accessed: Nov 2016.

9. TUIK Number:18853. Available at: http://www.tuik.gov.tr/Pre-
HaberBultenleri.do?id=18853. Accessed: Nov 2016.

Brought to you by | Turkish Biochemical Society (TBD)
Authenticated
Download Date | 4/15/17 9:47 PM


http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/IVDRegulatoryAssistance/ucm123682.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/IVDRegulatoryAssistance/ucm123682.htm
http://saglik.gov.tr/TR/belge/1-4133/in-vitro-vucut-disinda-kullanilan-tibbi-tani-cihazlari-.html
http://saglik.gov.tr/TR/belge/1-4133/in-vitro-vucut-disinda-kullanilan-tibbi-tani-cihazlari-.html
http://saglik.gov.tr/TR/belge/1-4133/in-vitro-vucut-disinda-kullanilan-tibbi-tani-cihazlari-.html
https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/iv-diagnostic-medical-devices_en
https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/iv-diagnostic-medical-devices_en
https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/iv-diagnostic-medical-devices_en
https://www.gov.uk/search?q=in+vitro+diagnostic
https://www.gov.uk/search?q=in+vitro+diagnostic
https://www.tga.gov.au/publication/regulatory-requirements-house-ivds-australia
https://www.tga.gov.au/publication/regulatory-requirements-house-ivds-australia
https://www.tga.gov.au/publication/regulatory-requirements-house-ivds-australia
https://www.tga.gov.au/ivd-guidance-documents
http://www.kaloramainformation.com/Worldwide-Vitro-Diagnostic-10206771/
http://www.kaloramainformation.com/Worldwide-Vitro-Diagnostic-10206771/
http://www.medtecheurope.org/node/703
http://www.tuik.gov.tr/PreHaberBultenleri.do?id=18853
http://www.tuik.gov.tr/PreHaberBultenleri.do?id=18853

