YKpaiHCbKWI XXypHan TeneMeavLmym
Ta MeaM4YHOI TenemaTuku

Tom 8, Ne2, 2010

© H[I TpaBmaTonorii Ta optoneaii
[oHeubKoro HauioHanbHOro MeANYHOro
yHiBepcuTeTy iM.M.["opbkoro

[IPOBJIEMHI CTATTI

Via scientiarum!

YOK 61:621.397.13/.398

Model of informed consent for telemedical
consultations in Bulgaria

P.Mihova

New Bulgarian University, Sofia, Bulgaria

PE3IOME, ABSTRACT

Subjects of teleconsultations may include primary care practitioners / GPs, specialists and subspe-
cialists, residents, medical and technical support personnel. Patients’ data (including patient records,
medical images, audio and video recordings, output data from medical devices and other) are re-
servered for medical personnel and may be used in planning and performing diagnostics, treatment,
follow-up, teleeducation and scientific research. Patient’s confidentiality and identity is protected ei-
ther by transfer of data that does not identify the patient, or by using network and software security
protocols and/or data encryption (Ukr.z.telemed.med.telemat.-2010.-Vol.8,Ne2.-P.124-127).
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P.Mihova

MOZENb IHPOPMOBAHOI 3rogn aAnA TENEMEOUNYHUX KOHCYNbTALIV Y BONTAPIT

Hoesuti bonzapcekuli YHisepcumem, Cogbis, bonzapis

Y npouec TeneKoHCynbTyBaHHSA BKIOYaTLCA Nikapi 3aranbHOi NPakTUKM — CIMEWHOI MeauuMHW,
nikapi-cpaxiBui, iHTEPHW, MeOUYHUN | TexHiYHWM nepcoHan. IHdopmauia npo nauieHTa (TEKCTOBI
3anvcu, MeaudHi 3006paxeHHs, aydio- i Bigeosanucu, pesynbTaTu iHCTPYMeHTanbHUX OBCTeXeHb
ToWwo) 0obpobnseTbCA MeAUYHVMM NepcoHanoM i Moxe OyTM BMKOpUCTaHa Ans  GiarHOCTMKM,
NiKyBaHHS, OUIHKM HacnigkiB, TeneHaB4yaHHs M HaykoBux gocnimkeHb. KoHiaeHUinHICTb nauieHTa
3abe3nevyeTbca abo aHOHIMHOO Nepedayeto AaHnx, abo NnporpamMHUMK Ta MepexeBUMK 3acobamm i
NPOTOKONaMu, a TakoX wWudpyBaHHAM faHux (YKp.KypHan TenemeauvuvMHu Ta Meg.TenemMaTuku.-
2010.-T.8,Ne2.-C.124-127).

Knto4yoBi cnoBa: TenekoHcynbTaLis, 3aXmCcT gaHux, eTuka
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MOOENb MH®OPMWPOBAHHOIO COIMMACKA ANA TENEMEOULIMHCKMX KOHCYNbTALMA B
BOJTTAPUN

Hoeeili Boneapckuti YHusepcumem, Cogpus, bonzapus

B npouecc TenekoHCynbTUPOBaHWS BKIIOYAOTCA Bpayu obLler MpakTUKM — CEMENHON MeAVLMHBI,
Bpayn-cneumnanmcTbl, UHTEPHbI, MEAULUHCKUI N TEXHUYECKMI nepcoHan. NHdopmauma o naumeHTte
(TekcToBblE 3anUCK, MeAULMHCKME N300paxeHus, ayauo- u BMAaeo3anucu, pesynbTtatbl UHCTPYMEH-
TanbHbIX obcrnegoBaHui M T.4.) obpabaTtbiBaeTcs MeOULMHCKUM MEepcoHanoM U MoxeT ObiTb uc-
nonb3oBaHa Ans AWarHOCTUKW, NeYeHUsl, OLEeHKN UCXo[oB, TeneobyyeHms n HayyHbIX uccnegosa-
Hu. KoHduaeHumansHOCTb NaumeHTa obecnevmBaeTca NnMbo aHOHUMHON Nepegaven AaHHbIX, NMbo
nporpaMMHbIMU U CeTEeBbIMU CPEeACTBaMUM W MPOTOKOMaMu, a Takke LWudpoBaHNEM [aHHbIX
(Ykp.KypHan TenemeavuuHel n Meg.tenematunkun.-2010.-T.8,Ne2.-C.124-127).

KnioueBble cnoBa: TeNeKoHCYyNbTaums, 3awmTa AaHHbIX, 3TUKa

The practice of telemedicine uses any
electronic signal to transmit patients’ medical
information from one site to another. This in-
cludes transmission of medical information and
data by video, electronic mail, telephone, and
satellite. The benefits of telemedicine are pro-
found. They include:

- improved access to healthcare, e.g., obtain-
ing second opinions;

- improved continuity of care, patient educa-
tion, and timely treatment, e.g., monitoring the
condition of chronically ill patients;

- reduced travel time for physicians, other
healthcare providers, and patients;



- better access for patients in underserved
areas;

- improved access to medical records and
information, e.g., promoting self-help by in-
creasing the online availability of medical infor-
mation; knowledge-based self-diagnosis pro-
grams; distance learning programs; and medi-
cal research data/information;

- improved continuing medical education.

Instant access to medical information is
beneficial to the medical community. However,
this access may jeopardize patient privacy and
the confidentiality of sensitive information.

In this case, the patient should declare that
he/she understands that he/she has the follow-
ing rights with respect to telemedicine: 1)
He/she has the right to withhold or withdraw
consent at any time without affecting his/her
right to future care or treatment nor risking the
loss or withdrawal of any program benefits to
which he/she would otherwise be entitled. 2)
The laws that protect the confidentiality of pa-
tient's medical information also apply to tele-
medicine. As such, the information, disclosed
during the course of therapy, is generally confi-
dential.

The patient declares that the dissemination
of any personally identifiable images or informa-
tion from the telemedicine interaction to re-
searchers or other entities shall not occur with-
out his/her written consent. In addition, the pa-
tient declares that he/she understands that
telemedicine based services and care may not
be as complete as face-to-face services. Fi-
nally, there are potential risks and benefits as-
sociated with any form of therapy, and that de-
spite of his/her efforts and medical doctor ef-
forts, the patient’s condition may not be im-
proved, and in some cases may even get
worse.

The informative declaraion should consit of
clearly defined possible benefits from telemedi-
cine, but that results cannot be guaranteed or
assured.

Telemedical practice includes, but it is not
limited to the following potential risks:

* collected and transmitted information may
not be sufficient to allow appropriate medical
decision making by the physician and consult-
ant(s);

* medical, technical, or other limitations in
obtaining, processing, presenting and/or under-
standing patient data may result in inappropri-
ate decision(s) (e.g. inability to collect all rele-
vant medical information, diagnostic limitations,
limited performances of medical devices or
computer equipment / available communication

lines, compression or lower resolution of digital
images, indirect contact with patient and other
reasons);

» delayed evaluation of patient’'s condition
due to failures or deficiencies of equipment may
influence the quality of telemedical service;

» prearranged consultants’ time schedules
and availability may influence time-to-response
and decision making;

* patient’s condition may vary in time nec-
essary for teleconsultation and relevant
(tele)medical procedures;

* in rare instances, telemedical practice al-
gorithms, security protocols and integrity of
medical data could be affected or damaged by
changes in services, intentional or unintentional
actions of any subject involved in teleconsulta-
tions (incl. technical support, telecommunication
software and hardware providers), or by third
parties (hackers, computer viruses), causing a
breach of privacy, loss of personal medical in-
formation, or other undesirable consequences;

* in rare cases, lack of access to complete
medical records may result in adverse drug in-
teractions or allergic reactions, other judgment
errors or unexpected medical conditions.

Expected benefits include:

- improved access to health services by ena-
bling a patient to remain in his local doctor's
office or at a remote site while the physician
obtains consults form healthcare practitioners at
distant sites.

- support from distant specialists in multidis-
ciplinary remote diagnostics and follow-up

- medical service for patients isolated by
weather and transport conditions

- improved quality and/or frequency of health
care, improved cost-effectiveness and time sav-
ing

- improved triage or medical management
and etc.

- In Bulgarian medical practice there are
number of models of informed consent, accord-
ing to the medical specialty, they are used for:
informed consent for childbirth, caesarean sec-
tion, DNA exam, stem cells, dental treatment,
also for the medical treatment. The doctor must
inform the patient regarding: 1) his/her condition
and need for treatment; 2) disease in respect of
which sought health care, and its prognosis; 3)
planned preventive diagnostic, therapeutic and
rehabilitative activities, and risks associated
with them; 4) diagnostic and therapeutic alter-
natives; 5) name, position and degree of those,
involved in diagnostic and therapeutic process.
Bulgarian Health Act explicitly states that medi-



cal activities are carried out after obtaining in-
formed consent from the patient.

When the patient is a child or is placed un-
der limited interdiction for carrying out medical
activities, it is also necessary an informed con-
sent and the consent of his parent or guardian.

To obtain informed consent, the treating
doctor (doctor of dental medicine) informs the
patient about: 1) diagnosis and nature of the
disease; 2) description of the purpose and na-
ture of treatment, reasonable alternatives, ex-
pected results and outlook; 3) potential risks,
associated with the proposed diagnostic and
therapeutic methods, including side effects and
drug reactions, pain and other discomforts; 4)
likelihood of a favorable response and health
risk, when other methods of treatment are ap-
plied or refusing treatment.

Medical information is provided to patients,
according to his parent, guardian or custodian
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in a timely and appropriate volume and shape,
allowing for freedom of choice of treatment.

At surgery, general anesthesia, and other
invasive diagnostic and therapeutic methods
that lead to an increased risk for patient’s life
and health or to a temporary change in his
mind, the information and provided informed
consent can be left out. In this case, the actions
can be made to keep the patient’s life without
written informed consent only when directly is
threatened his life.

For persons with mental disorders and in-
ability to express informed consent of the activi-
ties that lead to an increased risk for life and
health or to a temporary change in his mind,
may be made only after authorization by the
Committee on Medical Ethics and after taking
the consent of their legal representatives or the
head of the hospital.
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Patient, respectively, parent, guardian or
trustee or a person appointed by the court, may
refuse at any time, the proposed medical care
or continuing medical activities. Refusal is certi-
fied in the medical records with signatures of
the person. If the patient respectively his par-
ent, guardian or custodian is unable or refuses to
certify the refusal in written form, this is attested
by the signature of the physician and witness.

In cases, where there is a refusal by a parent,
guardian or custodian, but this endangers the pa-

Figure 2. Personal health record
content [4]

tient, the head of the hospital may decide to carry
out life-saving treatment procedures.

Medical care against the wishes of the patient
may be given only in cases determined by law.

Patient access to health information may be
limited to written refusal on his part. This decision
is pointed in the written medical documentation of
the patient. Another specific situation is the clini-
cal trials. They are allowed only to persons who
have given their consent after written natification
about the nature, importance, scope and potential



risks of testing. Also, each capable Bulgarian citi-
zen and a foreigner, long resident in Republic of
Bulgaria is entitled to lifetime explicit written dis-
sent making organs, tissues and cells after death.
Expressed disagreement may relate to specific or
all organs, tissues and cells, and taking them to
other treatments, diagnostic, medical, learning
and teaching purposes. The blood donor gives
written informed consent and complete declara-
tion for his/herhealth status. He/she provides in-
formation in accessible language for taking blood
or blood components to the physiological
changes that occur in the body as a conse-
quence, the measures for safety and potential
risks. The originals of the documents should be
kept by the hospital for a period of 15 years.

Finally, we present author's model of in-
formed consent for telemedical consultation —
specific medical service that has no limits and le-
gal rules up to the current moment in Bulgaria.

The author ha stsudied foreign examples and
models to develop 2 pages with detailed specific,
but not difficult for understanding, information. It is
very important to ensure that patient registration
information needed by the consulting physi-
cian/facility is obtained, in addition to information
routinely obtained. The consent ensures that the
facility can quickly assemble all components of a
patient's record, regardless of their location in the
facility. It is defined that the telemedical record
media may be hard copy, video- or audiotape,
monitor strip, or electronic files.

HudopMHpaHO CEIIACHE 32 TeJeMeTHITHHCKH KOHCY.ITalHH

Hye Ha naunenTa:
JaTa Ha PAKTAHE: wessssssssssssssses
MecTonaxosIeHHe HA MAUHEATA: ...
e Ha AexyBamms Jekap (B JHPEKTEH KOHTAKT C MAUHEHTA): wmmsssssssssssssssssssssssssssssssssssssses
Crenen/ 3panne / Cnennainsauns:
Hucruryuns
Anpee

TeaekoncyaTanTcka GoaHmuma:

Hudopmanus 3a mannenTa:

TerememmmsRaTa BEMOUER yooTpe(a Ha MEIHIHECKZ H KOMIFOTEDEZ 2IE2PaTypa, K2KTO H
STSKTPOHEH KOMYHHKZIMH C IS OCHIYPAEZHE HA HEQOPMAINA SECOSPTH HZ OTIXTSTEHO MACTO,
TpEECHED H CTIOISTAES Ea T3HEH 33 MOT0GPAESHE Ea NAIHEHTIROTO 31PaE B TelsKoHCyITaIHHT:
JOE 12 B3EMAT YU2CTEE 00 MONPaKT EKYEAIH 1EKapH, CISNEATHCTE, IPYT MeIHIEECER ISPCoRaT

SEHETS Ha DaOESHTZ (B TOEZ YHCTO BBSPACT. TOT H HEHIMATH, ONHCITSTHH IIHCKH Ha
CHCTOZEHETO, METHIMHECEE H3O0DEASHET, PEIVITATH OT HICTSIEZHHE H AP.) MOTET 13 CH HINOMSEAT
33 METHTE B3I TISEMPAES E TPENOCTABAEE HA IHATHOCTHER H TeUSHHe, TeTeo0pasoBaEme H
TSI T BN Y IEOHICTEI0EATSICKY HYETH B2 METHIECE HTS Ja5STSHEN.

KondHISHIMATHOCTT2 Ha NaUMSHTCKETE I2EEH & SAMHISH IPH Tparcepa cu, Thi xaro HE
2 HIeHTROMINDE TaIHeRTE.

OmaKEaHH MOA3H:

* To106pER IOCTBT 10 3IPAEHE VOTYTH, UPES MpeIOCTAERES BHIMOBHOCT 32 BTOPO SKCTIEPTHO
MEeHHE

* METHITECKE Y CTYTH 32 IAIHSHTE B BEPaSHOCTORRO CBCTOARES I MECTOHEXOEISHHE

* DOBMIISEO K3USCTEQ M USCTOTZ H3 [NPETZHNTS IPOQITSKTHINE H [PSEETHEEH
METHIHECKE ¥ CTyTH

Bn3MOKHH PHCKOBE:

TeTeMsTHIHECKATS MPEKTEES BETIONES, 523 13 HATAra OTPENHUSHHE, CISTHHTE TOTSHIHATHE
PHCECEE §akTop:

* CBOpaEaTa H NPeIOCTAESHA METHIMECER EEQOPMAIHR 13 & HEIOCTATRUEA 32 E3SMaHe Ha
PEMIEHES OT CTPAHA HA KOHCYITHPAMEA SKCIEPT OT Pas CTORHHE,

* HATHTHE H2 MeTHIHHECKH, TEXHHUeCKH KIH IPYTH OTPaEHYeHHEA IPH TI0TyT a53He, PasTHTaHe
¥ pasOHpan: Ha METHIEECEETE J2EFE, EQSTO 12 PeQISKTHPa Ha HEEOPSKTH: THATHOIA

* JINBCHEHHS TPH NPSTOCTEEAHS HA TeTSMeTEIMHECEATA KOECYITAIER OO HESIEHCSINH OT
CTpsEHT: hakTopH

* EBIMOMEOCT OT E3PHANKE ¥ NPOMSHE H3 AIESETCKOTO CBCTOAEES EIE SPEMESHE DSPHOT
MEETY TeTSKOHCYITAIEETS K ERTOKSHETS BOTSICTERS NPOISIVPE K CREME Ha TeUsHES

Upes moIMHCEaHE HA To3H GOPMYIAD A3 MOTELEATABAM CAETHOTO:

A3 cxd mQOPMEPIE 32 DOTSELIHZTENTE DHCEOBE K [OMSH H3 TSTSKOHCYITZIHNTE 5
IOCTOREPEH H YAOBJSTEOPHTEIEH BHA. TeTeKOHCYITAIEET: Me GBIAT OPraHHIHEDEHE, T3K3 92 13
T0106PAT VIPAETISHESTO HA THIHOTO ME CHCTOREES HIH 32 IDYTH THPCRHE NOTSH. BOHUEH 2cmeKTH,
SANETIEANE E JACATANE HHTEPECHTE ME IPH NPOESANANE H3 TETEKQHCYITAIHA C3 NPEICIZESHH H
o6crasEH 06CTOHHD.

3anasEaM CH OPAEOTO I3 OTKZKA HIH OTTENIA CBIJ2CHETO CH 33 NPOEERIAEE Ha
TETEMEIHIHECKE EOBCYITAIEE 0 EPEMe Ha NPENOCTAEEHKTE ME IPHAH, K20 TOEA TaDAHTHp2, Te
HEM3 T2 HIEPETH I0-HATATHITHOTO ME TEUSHHE.

Cr3EaBan TPENOCTEBEERHTS ME ATTEPHATHEHE MSTONH H3 METHIHECKS TDEEZ H OCHIHIBAM
BBIMOMHOCTTA CH I3 €2 BBSIOISEAM 0T BCEKH OT TAX

PasfEpay de mMa OPaEo J2 MPOEEPAEAM ECAER HEGOpMam:, EOXTO §BAe NPElOCTIESHA B
TETEMESTEIHECKAT C2CHA H U2 EMEM IPEEC HE KOTHE OT ECHYUKE METEDHATH, TPOESESTSHH IO EPEMe
HA IPOBSEISHETO B,

Cyraaces cbM ¢ TpancQepa Ha THTHATE ME METHIHECKH SAIECH H J2HHE, H OPEIOCI2EARETO
M H2 APYTH METHIEHCEE CNSIHATHCTH B CTPaH3Ta HTH HSEDH HSX, C IS DOCTHTEHE MIKCHMATHO
VIAOEIETEOPHTEIN2 THATEOS2, TI0 CIEIEAI0 TeTeHEe, Teleo5pasoEaHKe H Ip EEeHIIHA.

OchIaEans, 42 TEISMEIHIHECKAT2 KOECYIT2IEA H [0-TOYED TeTEMeIHIEHCEOTO MESEHE
Mome J2 ObJe ESOWIHO ETH NOEPEISHC ECTEACTEEE HA OIPEHEWSHER N0 ESSAEHCSITH OT CTPaEETS
darTopH

Jagay MoeTo HHOOPMHPAHO CBITACHE 32 TeTeMETHITHRCKH KORCY.ITAIEH H YHoTpeda Ha
TenemeTHITHAA IPH NPEIOCTABAHE HA IAPABHH VCAVTH H TPHAH.

Tlommic 2 nanmesTa:

(U YILTHOMOWEHG TUYe, HPU YCTosue Ye Gide VNOMENAGMa EPLIKAmMA © NGuesma u ce

ROORUULE RPEDU MPEMO TuYyE - ceudemen)

Brp . daTa

iz B2 pasnodoxeREe KONEE B HaCTOAINER $opMy:ip (HEEIHATH H2 IAIHERT):

Figure 3. Authors model of telemedical informed consent for Bulgarian medical practice

Conclusion

The telemedical declaraion should consit of
clearly defined possible benefits from telemedi-
cal procedure, but at the same time pointing
that result cannot be guaranteed or assured. It
should be enough informative and in the mean

time — deffending the patient and his rights. We
plan to experiment, giving the opportunity of
patients to be comprehensively informed about
situations and possible consequences during
their telemedical treatment.
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