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A professional, non-profit, SC|ent|f|c and educational organlzatlon
The only national accrediting institution for tissue banks in the US

120 accredited institutional members — OPOs, tissue banks,
processors, biotech companies.

2 000 individual members.
Over 39 000 donors per year.
4 million allografts for > 2 million tissue transplants

>90% of US transplants - from AATB-accredited tissue banks
>70% of allografts in the EU come from the US
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Consent / Authorization for Donation
Legislative Models

1. Opt-in Model/Concept: not a donor unless opt in
=> informed consent from a living donor
=> explicit authorization from the LNOK of a deceased donor
=> broad spectrum of LNOK (they know the wishes best)

2. Opt-out Model/Concept: presumed a donor unless opt out
=> soft (NOK can overrule the law)

0 NOK must be informed, but very close circle of family
0 if no NOK, the law applies
=> hard (NOK cannot overrule the law)
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COVID-19 Impact on Transplantation
Donor Eligibility Considerations

Confirmed = 77 661

Deaths = 2360

Case Fatality Rate = 3.04% (SARS had CFR= 9-10%,; MERS had a CFR=36%,; Common Flu CFR = 0.1%)
NEJM study: 138 confirmed => 55 (40%) seek H care => 36 (26%) admitted in ICU

However: unknown cohort of Minimally Symptomatic + Asymptomatic may increase the
denominator and thus bring down the CFR.

Flu pandemics of 1957, 1968, 2009 (swFlu) had CFR = 0.8 —1.2% and R,=1.5
Spanish Flu of 1918 had a CFR = 2% and R,=1-1.5

Basic Reproduction Ratio of 2019-nCoV: R, = 1.4 — 4.1 / Measles (Morbili): R, = 12-18

cFlu - R, = 2-3 / Ebola Ry = 1.5 — 2.5 ; If R,>1 the outbreak expands; if R,<1 the outbreak declines.




COVID-19 Impact on Transplantation
Contributing Factors
Travel: 22,000 people from China enter USA perday.
Incubation: 2 — 14 days (5d average)

Asymptomatic & Masked/Minimally Symptomatic transmission (t°-lowering meds)

Open Q’s: is the virus replication-competent or just PCR identifiable? RNAemia is described in 30%
of patients, both critically, and non-criticallyill.

Children typically present with fewer symptoms but may progress quickly to critically ill.

Vertical transmission — one case reported of tx from birth mother to newborn within 32 hours.

1st
of symptoms
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COVID-19 Impact on Transplantation
Donor Deferral / Exclusion Criteria

A. Criteria related to exposure: 3 criteria — 1 related to[travel—onlyl and 2 related to [travel + symptoms/exposure]

1. Travel to China (regardless of symptoms). Yes/No

2. Travel to a transmission area (CDC-designated active tx area), and:

a) Presentation of symptoms consistent with 2019-nCoV, e.g. unexplained fever, cough, diarrhea; or i}i.e. a
fever accompanied by minimally enlarged cervical lymph nodes confirmed histologically to be caused by histiocytic
necrotizing lymphadenitis, aka Kikuchi-Fujimoto disease, does not meet this sub-criterion)

b) Exposure link to a suspected case-patient while in the designated area. (the qualifier is based on “suspected

case-patient”, i.e. the suspicion must be qualified by a report filed by a provider/physician and it must be in the
designated active transmission area)

B. Criteria related to infection: 2 criteria in this group — one related to confirmed infection, and one related to
symptomes.

1. Test positive for 2019-nCoV (Yes/No).

2. Symptoms consistent with active 2019-nCoV, e.g. unexplained fever, cough, diarrhea in a patient with
suspected 2019-nCoV infection. (see comments above).




Panel on Dementia
Roman Hitchev MD, Lennox Archibald, MD

* Federal regulations, § 1271.75(d) 20 state: “Persons who have been diagnosed with dementia” should be
getermined to be ineligible.” [emphasis added] The rule-out criterion is based on the “diagnosis” of
ementia.

* Must discern the difference between cases where dementia is documented as “diagnosis.of Dementia’
(defined by the FDA as a rule-out criterion) vs cases where dementia is listed as a “differential diagnosis”.

* A “diagnosis” refers to a confirmed identification of a specific condition or disease, while “differential
diagnosis” is just weighing the probability of one clinical condition vs another. Must also discern the
difference between dementia and delirium, which is a temporary condition developed over a short period
of time, requiring urgent care, and is not CJD-related.

* In addition, the term “diagnosis” is not equal to “suspicion” or “exposure”. As an example, §1271.75(d)6
defines the rule-out criterion pertaining to HIV, HBV, and HCV as “Persons who have been exposed” to the
vi]rcus, while §1271.75(d)15 defines the rule-out criterion pertaining to WNV as “suspicion of WNV
infection”.

e AATB rule-out examples: “suspected Rabies” (Appendix I, i.23); “suspected sepsis” (Appendix Il, i.24)

* The term “diagnosis” must be applied in its correct clinical meaning according to current clinical and
gsiﬂog}lc practices outlined in the latest Diagnostic & Statistical Manual of Mental Disorders, 5t" Edition

- American Association of Tissue Banks®




Panel on Dementia
Roman Hitchev MD, Lennox Archibald MD

Appendix ll: Criteria for Preventing Transmission of RCDADs Through Transplantation of Human
Tissue

13) persons with a diagnosis of dementia or any degenerative or demyelinating disease of the central nervous system (CNS) or other
neurological disease of unknown etiology. A “diagnosis of dementia” must be based on the following documented clinical findings:

(1) Documented clinical assessment of cognitive status showing cognitive impairment;

(i) Mini Mental State Examination (Cognitive and neuropsychologic testing) with a MMSE score below
13, or a drop of 3 points or more since previous exam, if performed;

(iif) Less than an 18-month history of cognitive impairment;

(iv) Neuromotor function assessment showing neuromotor deficit;

(v) Documented exclusion of treatable causes (showing that the patient underwent proper diagnostic
evaluation for treatable causes, but none were found);

Note: Tissues from donors diagnosed with dementia, confirmed by gross and microscopic examination of
the brain and other diagnostic means to be caused by cerebrovascular accident, brain tumor, head trauma, or
toxic/metabolic dementia and who are confirmed not to have evidence of TSE on microscopic examination
of the brain, may be acceptable based on an evaluation of this information by the Medical Director;
(MRI: pulvinar sign — hyperintensity in the pulvinar thalamic nuclei, Hockey Stick sign)

American Assoclation of Tissue Banks®



Panel on anti-HBc-total Positive Donors
Chair: Lennox Archibald, MD

\ATB Staff Lizison. Hitchey, ML

Higher rates of anti-HBc-total positive results on non-heart-beating
donors compared to heart-beating organ donors and blood donors
(double the rate), i.e. hemolysis may cause false positive results.

Organ transplant surgeons routinely accept anti-HBc positive (HBV
NAT negative) donors — no positive seroconversions on recipients.

When the anti-HBc-total (IgM+IgG) test was introduced for the HBV
risk evaluation the positive rate was substantially increased.

Most positive results are caused by an elevation of IgG known to
have heterophilic antigen binding capacity, i.e. can be elevated by
medical conditions unrelated to HBV, while IgM may be negative.




Panel on anti-HBc-total Positive Donors
Chair:Lennox Archibald, MD
AATB Staff Liaison: Roman Hitchev, MD

False Positive Paradox, i.e. statistical result where false
positive tests (proven by ID-NAT, HBsAg, and clinical
assessment) are more probable than true positive tests,
occurring when the overall population has a low prevalence of
the condition and the prevalence rate is lower than the false
positive rate.

Prevalence of Viral Hepatitis in the US (National Health and
Nutrition Examination Surveys, NHANES) is 0.3%

The false positive rate for anti-HBc is 8.2% (Smith et al,
University of Arizona, Infectious Disease, Aug’2017).




Panel on anti-HBc-total Positive Donors
Chair:Lennox Archibald, MD
AATB Staff Liaison: Roman Hitchev, MD
False Positive Paradox calculation: In a population, in which the HBV prevalence is 0.3%, the
expected outcome of 1000 screened donors would be:

True positive: 1000 x (0.30/100) = 3 screened donors would receive a true positive result
False positive: 1000 x (100 — 0.30)/100 x 8.2% = 82 screened donors false positive
Correctly negative: The remaining 915 = 1000 - (3 + 82) tests would be correctly negative.

Only 3 of the 85 total donors with a positive test result are actually infected. So, the probability
of a donor testing positive for anti-HBc actually being infected is only 3.5%.

False Positive Paradox: Out of 1000 donors screened and found HBcAb positive, 965 will be
false-positive for HBcAb-total and rejected without any additional evaluation, and only 35 will
be true positive.

Therefore, an expanded assessment of all serological evidence and clinical findings with regards
to HBV, e.g. HBsAb titers and ID-NAT testing is justified.

- American Association of Tissue Banks®




Panel on anti-HBc-total Positive Donors
Chair:Lennox Archibald, MD
AATB Staff Liaison: Roman Hitchev, MD

A positive result for anti-HBc-total does not necessarily mean HBV exposure or infection if
HBsAg & ID-NAT test negative; in addition, a positive anti-HBs is typically the result of a
vaccination.

Anti-HBc-total (IgM + 1gG)- IgG is known with heterophilic antigen binding capacity, i.e. may
get elevated for reasons not related to HBV.

A recent study: immunoassays used in HBcAb tests may be influenced by endogenous, natural,
polyreactive heterophilic antibodies that cross-react with the assays, or autoantibodies,
together with other unsuspected binding proteins that are unique to the individual. A variety
of antigenic stimuli can interfere with the reaction between analyte and reagent antibodies in
an immunoassay, resulting in false positive or negative values.

Another study showed that low-level results in radio-immunoassays caused by anti-HBc-IgM
reflect the unspecific activation of immature B lymphocytes that is not related to previous
exposure to HBV, i.e. determination of classes and subclasses of anti-HBc provides a tool for
discriminating positive anti-HBc results not caused by HBV exposure.

)
! ? il
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Panel on anti-HBc-total Positive Donors
Chair:Lennox Archibald, MD
AATB Staff Liaison: Roman Hitchev, MD

Dietary supplements with a high content of biotin, incl. Vit.B7, Vit.B8, Vit.H, or
Coenzyme R, is known to interfere with Biotin-Based immunoassays (BBAs) applied
in approximately 60% of the procedures in the US, among which is the anti-HBc-
total test, according to a study published by Archives of Pathology and Laboratory
Medicine, Vol.141, Nov 2017.

In a recent paper, Hinsekamp et al[9] have reviewed the adverse reactions and
events related to musculoskeletal allografts which is the most demanded tissue.
They analyzed medical literature, reports from professional organizations and tissue
banks. Wang et al[10] used FDA’s MedWatch reporting s¥stem to review reports on
adverse events attributed to allografts of several kinds of tissue, during 2001-2004.
No cases of hepatitis B transmission were reported.

A BMJ-published study in 2002 confirmed that liver transplant recipients of anti-HBc
positive livers who were anti-HBs positive pre-transplant, and who did not receive
prophylaxis, did not experience de novo infection.

- American Association of Tissue Banks®
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Panel on anti-HBc-total Positive Donors
Roman Hitchev MD, Lennox Archibald, MD

Conclusion: considerable percentage of screened donors testing HBsAg-negative,
HBV ID-NAT-negative, and positive for anti-HBc-total (IgG+IgM) are false positive on
the anti-HBc-total test due to IgG elevation for reasons unrelated to HBV.
Distinguishing false positive anti-HBc from true positive anti-HBc results is critically
important because:

a) Considerable number of eligible donors are rejected due to false positive
results (96.5% of the screened HBcAb positive donors are false positive);

b) On the other side of the argument, the HBcAb marker is the only marker
(besides HBeAb) covering the window period when both HBsAg and HBsAb
may not be detectable. This underlines the value of HBsAb testing because if
positive, the window period moves out of the equation. Because individual IgM
testing is more sensitive than the total (IgM+lgG) testing and can yield false-
positives too, a positive HBsAb provides additional reassurance for high level
of immunity and that the case does not fall in the window period.

Therefore, comprehensive assessment of all serological markers AND clinical
findings is warranted. (EU approach: HBsAb titers >10 IU/L and > 100 IU/L)




Important diagnostic tests
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Panel on Rule-out Microorgansim List Reduction for Skin Grafts
Chalr: James Alexander, MD

AATB Liaison:Roman Hitchev. MD
Initial TB assessment (Panel): to remove some non-category Ill organisms (BSL-1 & BSL-2), e.g. Enterococcus
(VSE), common fungi and yeast, from the unacceptable list for skin intended for barrier skin transplant.

Clinical Assessment (burn surgeons): the rule-out list should include MRSA, Group-A Strep, Gram-negatives
(not normal skin flora) as well as Clostridia, Enterococcus & fungi (not normal skin flora).

Considerations: (i) Revisiting the rule-out microorganism list would add risk and should be considered only if
the scope of the problem with skin discards is substantial enough to justify the added risk.

(ii) The notion of sterilizing skin is not widely held in the USA and only supported by a few establishments
that use radiation and/or glutaraldehyde to treat the skin - not good for graft vascularization, accepted only
when skin sterility is important/relevant.

(iii) Should coordinate any reduction with burn surgeons providing care for immunocompromised patients
with heavily colonized wounds & multi-resistant organisms.

(iv) Experience from orthopedic surgery applications is not applicable to critically ill patients - most of the
orthopedic grafts are terminally sterilized and used in non-immunocompromised patients.

- American Association of Tissue Banks®



Panel on Rule-out Microorgansim List Reduction for Skin Grafts
Chair: James Alexander, MD
AATB Staff Liaison: Roman Hitchev, MD
Many microorganisms considered “environmental” in the high humidity environment of the
burn unit, e.g. fungi — Aspergillus, Pseudomonas and Serratia can kill burn patients or make
them gravely ill.

The notion that burn surgeons use prophylactic agents targeting environmental organisms or
systemic prophylactic antifungals routinely for surgery (autologous or allografting) is incorrect.

The burn surgeon may not be OK with allograft skin that tested positive for Klebsiella, E Coli, or
Acinetobacter? Would they even know or be required to sign a “release based on tissue
utility” in which they accept responsibility for using skin with these organisms?

It might be OK modifying the list to be more specific to allow skin testing positive for Staph
epidermidis, but not MISSA or MRSA, perhaps also Enterococci species but not VRE. In
addition, Gram-negatives, mold, fungi, group A Strep, Clostridia need to remain on the rule-
out list. However, are tissue banks going to bear the cost of sensitivity testing?

- American Association of Tissue Banks®



Panel on Rule-out Microorgansim List Reduction for Skin Grafts
Chair: James Alexander, MD
AATB Staff Liaison: Roman Hitchev, MD

Liability exposure: if the burned allograft recipient became septic (or died)
from an organism not cultured from his/her own wounds or another source
within the hospital but cultured by the skin bank from the donor tissue
prior to release, the tissue bank must be prepared to justify the eligibility
determination based on the specific culture results.

Considering the comments provided by surgeons and the current
requirements of AATB Standard K2.320, a tentative revision should be
discussed jointly by experts in tissue banking and burn surgeons, and
consensus should be reached before a recommendation is made to the
Standards Committee with regards to a reduction of the rule-out
microorganisms.




Panel on Rule-out Microorgansim List Reduction for Skin Grafts

Chair: James Alexander, MD

AATB Staff Liaison: Roman Hitchev, MD
K2.320 Final/Pre-Packaging Cultures

Except for autologous and reproductive tissues, all tissue to be released for human transplantation shall have representative
microbiological cultures obtained which includes testing to detect bacteria and fungi. ... Except as described for skin (S) below,
no allografts contained within the processing batch may be released for transplantation if post-processing final sterility test
results show organism contamination. Allograft rework is permitted with an established program validated to eliminate the
organism identified.

(S) Representative fresh or cryopreserved skin samples shall be cultured for the presence of fast-growing fungal
organisms. Fresh or cryopreserved skin shall not be used for transplantation if any one of the following is detected at final
culture:

1) Staphylococcus aureus; (Staph Epidermidis may be acceptable based on MD evaluation)
2) Streptococcus pyogenes (group A strep.);

3) Enterococcus species if VRE;

4) gram-negative bacilli;

5) Clostridium; and

6) Fungi (yeasts, molds).

- American Association of Tissue Banks®



Sepsis

If “sepsis” or “rule-out-sepsis” or “urosepsis” is present somewhere in the available medical records:

= additional notes must provide clinical context, e.g. inflammatory response syndrome, ketoacidosis,
Procalcitonin, etc. If no blood culture was ordered — probably it is NOT sepsis.

—> 2 to 3 blood cultures must be ordered.

—> Statistical data from one hospital system in CA shows that in a randomly selected time period 100% of the
ER admissions had sepsis as a working Dx.

— The cause of death is an important piece of data. If you have sepsis as a cause of death — it is probably a
true sepsis.

= But if the cause of death is a stroke with “rule out sepsis” mentioned as a differential diagnosis in a
medical report, the chances of a true sepsis are very low.

- American Association of Tissue Banks®




Pneumonia

Pathology data from 147 cases of Pneumonia as COD autopsied at the University of Florida:

* Only 9.7% were confirmed while 90.3% - determined to have heart failure as a cause of death. Pneumonia is an infection of
the alveolae. It is imperative to assess the entire clinical picture, e.g. history, physical, imaging, labs as there may be various
reasons to have fluid in the lung unrelated to pneumonia.

e A cardiac arrest followed by CPR almost always comes with some infiltrate as a result of the CPR.
e Atelectasis in patients who have spent prolonged time in a hospital post-surgery is frequently misdiagnosed as pneumonia.
* Must be “significant active infection” i.e. F1.120(1) Infectious Disease Risk Review.

e If relevant medical records show pneumonia, but all blood cultures are negative, further evaluation is necessary on a case-
by-case basis. However, bronchopneumonia may be confirmed even with negative blood culture — assess the entire clinical
picture.

e Definitive diagnosis of pneumonia requires microscopic examination.

* A community acquired pneumonia that leads to the patient’s death without significant underlying or accompanying
conditions is the scenario that should cause concern with the Medical Director.

- American Association of Tissue Banks®




3akoHoAaTenH NnpuHumnu B JJOHOPCTBOTO

Yn. 20, an.1 3TOTK (M3m. - B, 6p. 71 o1 2006 r.) ,,Bceku OeecnocobeH 6va2apcKu 2paxOaHUH, KAKMO U YyXoeHeuy,
0vs120CcpoyHO npebusasaw; 8 Penybnuka bvazapus, uma npaso npuxcuse 0a U3pasu U3pu4yHoO MUCMeHo Hecvaadcue 3d
83eMaHe Ha Op2aHU, MbKAHU U KAemKu ci1ed cmbpmma cu.” HecbrnacneTo ce 4OKYMEHTUPA B 34PaBHOOCUTYPUTENHATA
KHUXKKa Ha nHamsmnaa no 4..20,an.4 n B cnyxkebHusa perncrbp Ha MAT no uyn.20,an.7 3TOTK.

» [lelicTBMETO ,U3pa3 Ha Hecvaaacue” no 4n.20 KaTo ,npaso Ha eceku deecrnocobeH 2paxdaHuUH”, ako bbae peannsnpaHo
OT TUTYNAPa Ha ToBa NpaBo, 6u A0BENO A0 U3KNOYBAHETO HA ONLMATA ,,AOHOPCTBO” CNPAMO KOHKPETHOTO /inLe.

* 3akoHbT HE npeaswkpa npoueaypa 3a u3pas3aBaHe Ha Cbrlacue, HUTO 3a NpeAcTaBAHE Ha A0Ka3aTeNCcTBa B N0/13a Ha
,»,CbI/IACUETO", TbI KaTo TO e ,,ecmecmeeHomo, npeodaexcauio U hyHoameHmasaHo cbCcmosaHue u mooesn Ha nosedeHue
decpuHupaHo om 3aKoHa".

* OTrneagHa TOYKa Ha perynaTtopHo-3aKoOHOAaTeHaTa NPaKTUKa, CbLLECTBYBAT CAMO B OCHOBAHMA NPABOTO 3@ OTKAa3 OT
BapeHa onumA Aa 6bae CKpeneHo Ype3s 3aKOHOAATENEH aKT:

()  ako onuuATa, KOATO Ce OTKA3Ba, e Bogelua ,,no gedont”’, T.e. npunara ce aBTOMaTUYHO NPU Bb3HUKBAHETO HA
onpeaeneHo Keanupuumpailo cbbutue; n

(ii) axo TpabBa pa ce rapaHTMpPa PaBHONOCTAaBEHOCT Ha BCEKMU rpaXKAaHUH CMPAMO NPaBOTO Ha OTKas3.

NB! 3akoHOgaTENAT pellaBa Koa onuusa e Bogella B 3aBUCMMOCT OT Npeobnaaasalims obuiectseH nHTepec (preponderance of
public interest)

- American Association of Tissue Banks®




3akoHoAaTenH NnpuHumnu B JJOHOPCTBOTO

O6buwonpuertata gednHmumnat Ha npuHumuna ,, lpeaymnyusa 3a cvenacue”, 3anerHan B
NMOBEYETO 3aKOHOAATe/ICTBA Ha CTPaHUTe-Y1eHKM Ha EC e:

L[y61uU4YHa NoAuUMUKa uau 3aKoHO0ames1cmeo, Koumo npeodsaa2am Ha 6CeKu
deecnocobeH 2paxc0aHUH 8b3MOMHOCMMA 0a U3pa3u ce0emo Hecvasaacue 0a
6v0e 00HOP HA OP2aHU U MbKAHU U 0a 00OKyMeHmMuUpa moea c8oe Hecbanaacue
npeod KomnemeHmeH nybau4Ho-omaoeopeH opaaH. [puema ce, Ye 8CeKU NOYUHAA,
Kolimo omeaoeaps Ha KAUHUYHUMe U 30dKOHOB8U Kpumepuu 3d 00HOPCMaB0, U He e
peaucmpupan omkas, e cvesaaceH 0a 6vde doHopd.” (UNOS/OPTN Committee on
Presumed Consent Law)

1J. Michael Dennis, Ph.D. (Chair), Ernest E. Hodge, MD, Ruud AF Krom, MD, Ph.D., Robert M. Veatch, Ph.D. An Evaluation Of The Ethics Of Presumed
Consent And A Proposal Based On Required Response - A Report of the Presumed Consent Subcommittee OPTN/UNOS Ethics Committee




3akoHoAaTenH NnpuHumnu B JJOHOPCTBOTO

3TOTK anokupa npuHUMNa , TEXKECT Ha AoKa3BaHe” (Onus Probandi) BbpXxy onumnaATa ,,0TKa3 OT AOHOPCTBO”, a
npuHuuna ,,Boaew no npesymnuma”’ (Benefit of Assumption) - Bbpxy onumusTa ,, 40HOPCTBO”.

Opuanyeckn npuHUMN: ,mo3su, Kolimo He Hocu mexcecmma Ha 0oKa3saHe (onus probandi), ce asasa sodew,
no npe3ymnyusa” (He who does not carry the burden of proof carries the benefit of assumption).

3TOTK He u3snckBa MHGOPMMPAHOTO Cbllacke Ha MHAMBUMAA (HUTO HA HeroBuTe 61M3KK) KaTo ycnoBue
(OKa3aTencreo) 3a peanmsmMpaHeTo Ha onumATa ,, A0OHOPCTBO” 3aLL,0TO ,TEXKECTTa Ha A0Ka3BaHe” e BbpXy
onumATa ,,0TKas” 1 Aopun He NpeABUKAA Bb3MOXKHOCT 3a perucTpupaHe Ha cbrlacue 3a JOHOPCTBO
NPU}KKBeE, a CAMO Ha Hecbrnacue.

AKO Npu NOTEHUMANEH AOHOPCKN CNyYald eKMMBT 3aMoYHe 3 TbPCU U3NBIHEHMETO HA YC/1I0BUA HaA Te3un
onpeaeneHu no 3aKoHa, BK/. [la U3NUCKBa A0KA3aTe/ICTBa 3a CbI/1IaCMeTOo Ha J0HOPa UM Aa UCKa CbI/IaCUeTo
Ha 61M3KUTe KaTo YCN0BME 3a peasin3npaHe Ha cayyas, ce npeHebpersa 3akoHa 3aLLOTO NOYNHANUAT
NPUKNBE HE € MMan 3aKOHOBaTa Bb3MOXHOCT Aa U3Pasu Cbrnacue, a e pasyuntan Ha npeasiexaliarta onuma
Ha 3aKoHa (B NPOTMBEH CAy4Yald TOM LieLle Aa e pernctpupan otkas). Cnen Kato 3aKOHBLT Beue e onpeaenun
pena, No KOWTO ce Npuaarar AseTe 0CHOBHU oNuMu (4OHOPCTBO MU OTKa3) M MHAUBUADLT Ce € Cbobpasun ¢
TO3M pepa NpuxKuee, € abCcoNTHO HeAoNYCTUMO A3 Ce NOCTABAT AONBAHUTENIHU YC/IOBUA cael CMbPTTA My,
KOraTo TOi Beye HAMA Bb3MO}KHOCTTA A3 U3Nb/IHU TE3U YC/I0BUA.

‘American Association of Tissue Banks®



3aKoHoAaTeNHW NPUHUMNW B [LOHOPCTBOTO
OcHoBeH npuHumn: Konabopauus

Mpu BceKn cayyan Ha HAaCTbNBaHE Ha CMbPT Ha NALMUEHT B IeyebHO 3aBegeHMe 332 60IHMYHA NOMOLL,,
He3aBUCMMO Aanum e C'bC/ naum 6e3 cratyt no un.13,an.1, 6u TpabBano Aa ce U3BLPLUU NBPBUYEH
CKPUHUHT CNPsiMO Ha-06LuimTe KpuTepmm 3a AO0HOPCTBO. MNpu ToBa:

AKo neyebHOTO 3aBeAeHME € NoAYyYMAo paspewieHure no un.13,an.1 3TOTK, To 6u morno ga n3sbpLum
B3€MAHEeTO U NPUCAXKAAHETO Ha OpraHu, TbKaHM U KNETKK, a NpepaboTKaTa n NpeaoCTaBAHETO Ha TbKaHU U
KNeTkn bun Tpabeano ga ce n3BbpLlIM OT TbKaHHA 6aHKa no Yn.13,an.2 3TOTK, c KoAaTo 6bonHULaTa Mma
cnopasymeHume 3a CbTpyaHuyectso no un.15a,an.1 3TOTK; nam

AKo neyebHOTO 3aBeiEHME HE € NOAYYMN0 pa3peLwieHure no un.13,an.1 3TOTK, To ekcnepTusaTta, B3eMaHETo,
obpaboTKaTa, NnpepaboTKaTa M NPeaoCTaBAHETO Ha B3€TUTE TbKaHM U KNeTKn bu cneasano ga 6vaat
M3BbPLUEHM OT TbKaHHA 6aHKa, AnueH3npaHa noyn.13,an.2 3TOTK, a KOHANLMOHUPAHETO HA EBEHTYaNHUTE
OpraHHM AOHOPU, B3EMAHETO M NPUCaAXKAAHETO Ha OpraHuTe — OT JiedebHOo 3aBegeHMe 33 60 HUYHA NnomoLy,
nonyynno paspewenue no yn.13,an.1 3TOTK, c koeTo 6onHULATa MMa cnOpa3yMeHUe 3a CbTPYAHMYECTBO MO
yn.15a,an.1 3TOTK.

M B ABaTa cnyyas opraHM M TbKaHM MoraT ga 6baaT npefocTaBAHM 33 NPUCAXKAaHe CAaMO Ha ievebHuU
3aBefeHuA 3a 60/IHMYHA NOMOLL, KOMTO Ca NOJIYYUNU CbOTBETHUTE paspelleHuna no 4n.13,an.1 3TOTK.

- American Association of Tissue Banks®




3akoHoAaTenH NnpuHumnu B JJOHOPCTBOTO

AKO CNy4anT He oTrnagHe No NbPBUYHU KpUTEPUK (Bb3pPacCT, MHPEKLMO3EH
cTatyc u ap.), 6u Tpabsano KBaanpuumnpaHo Auue Aa HanpaBuU KAWHUYHA
npeueHKa Ha MHAMKaALUMUTE 3a AOHOPCTBO, M QKO NMNCBaAT
KOHTPaUHAMKALNK, A3 Ce HAaMNpaBu NPOBEpKa B 34paBHATA KHUXKKa U
cnyXebHusa perncrop Ha VAT, T KaTo NO Npe3ymnumsaTa Ha 3aKOHa,
NOYMHANMAT € NOTeHUMaNEeH AOHOP A0 YCTAaHOBABAHE HA eBeHTyaNeH
Heros OTKa3 B 3/1paBHOOCUTYpUTE/IHATA MY KHMKKa no yn.21,an.1,1.1 3TOTK,

n/mnn B cny>kebHua pernctop Ha MAT no un.21,an.1,1.2 3STOTK.
HeunssbplwBaHETO Ha TakaBa NpeLeHKa 1 NpPoBepKa, Npu annca Ha
MeAVNLMHCKN KOHTPAUHAMKALUWK 33 AOHOPCTBO, 61 03HAYaBa/1I0 UTHOPUPAHE

Ha NOTeHLMana 3a AOHOPCTBO aNnPUOPU U HapyLUeHUe Ha NPUHLUNUTE Ha
Aunpektusa 2004/23/EC.




3akoHoAaTenH NnpuHumnu B JJOHOPCTBOTO

3a ga ce AOKYMEHTMpaA M3NbJHEHUETO Ha M3MCKBaHEeTOo Ha Yn.21,an.1,1.3 3TOTK 3a ,,3aa4bNKUTENHO
yBegomsasaHe”, popmata no NMpunoxkeHme-4 kbm Hapeaba-12 naBa Bb3MOKHOCT UM 33 NOAMNKUC OT CTPaHa
Ha 611M3KMTE, MK 33 NOAMNMUCKU Ha ABaMa CBMAETENN B C/ly4an, Ye 6M3KUTe OTKaXKaT Aa NoAanuLiar, T.e.
npoueAayparta A0NYyCcKa U CLLeHapuii, NP1 KOMTO IMNCBA Noanuca Ha 611M3KuTe BbpXy BbNpocHaTa ¢opma.

CnepoBaTe/IHO HAAMYMETO HA Noanuca Ha 6auskute Bbpxy popmarta no NMpunoxkeHne-4 Kom Hapenba-12
He e 3aAbJ/IXKUTe/NIeH PeKBU3UT, 6e3 KOMTO AOHOPCKATa npoueaypa cnupa. To NPocTo e eguH oT
Bb3MOXXHUTE aTPUOYTU KbM A0Ka3aTeNCTBOTO, Ye 61n3KuTe ca yBeaOMEHU NPU cayvyauTe, Npu KOUTo
M3UCKBAHETO ,,3a4DbXKUTE/NIHO YBeAOMABAHE” € U3NB/IHMMO U NPUNOKMUMO, 3 MMEHHO — KOraTo UMa
6nuskmu no un.21,an.1,7.3 3TOTK, T.e. MMma Koi ga 6bae yBegomeH.

OcBeH TOBa, MMa U OLLLE eANH CLLEHAPUIA, NPU KOMTO ce AOoMyCKa nncaTa Ha nognuc BbpXy dopmata 6e3 ToBa
[a OTMeHs A0HOpPCKaTa onuus: Korato 6/1M3KnTe ca yBeaomeHu no tenedoHa, Ho He ca ce ABUAN B
»Pa3yMHO KpaTKus cpoK” 3a Aa NpeasBaT 0TKa3 u noauwat ¢opmata. Hanarawmar ce nssog, e, ye
3aKOHOAATENHMAT MOTUB 33/, U3UCKBAHETO 3a ,,3a4b/IKUTENNHO YBeAOMAeHMe” e NPSAKO U HEOTMEHUMO
CBbP3aH C U3UCKBAHETO Aa Ce AaAe Bb3MOXKHOCT Ha NOCOYeHUTe 61IM3KKN Aa OTMEHAT BoAeLlaTa
aNTepHaTUBa — JOHOPCTBOTO. TYyK Bb3HUKBAT HAKO/IKO BbNPOCA BbB BPb3Ka C PeasiHU U CPAaBHUTETHO YeCTH
KUTENCKN CUTYyaUMK:

- American Association of Tissue Banks®




3akoHoAaTenH NnpuHumnu B JJOHOPCTBOTO

Mpu ycTaHOBEeHa Annca Ha 6aK3KK, BanngmpaHa Ypes 60/IHMYHATA AOKYMEHTALUMA, MOKa3aHMA
OT ApYyrn 6AU3KM MK NO3HATM HA NOYUMHANINA UK APYTN U3TOYHULM Ha MHPOpPMaLmA,
AOHOPCKUAT CNyYar He MoXKe Aa 6bae OTMeHeH, Tbil KaTo pPe3yNTaTbT OT TO3M PaKT €, Ye HAMA
KOi Aa OTMeHM BoAeluaTta No npesymnuuaTta Ha 3aKoHa aaTepHaTUBa — 4OHOPCTBOTO.

MoTKBDBT Ha 3aKoHOAATENA Aa U3UCKA ,,3a4b/IKUTENIHOTO YBeAOMABAHE” Ha NocoYeHnTe BAN3KK
B uYn.21 He e 3apaan CaMMA aKT Ha YBeAOMABaHe, a 3apaam NpaBHUTE NOCNeACTBUA, YCNOBEHMU
OT aKTa Ha YBeAOMABAHE, a UMEHHO - 3a Aa Ce AaAe Bb3MOXXHOCT Ha Te3n 61n3Ku ga npeaasar
OTKa3 OT AOHOPCTBOTO, U TO B ,,pa3yMHO KpPaTbK CPOK” onpeaeneH ot fekapa. Cpepg te3un
NpaBHW NocneacTsma obycnoBeHM OT aKTa Ha yBegomsiBaHe no 4a.21,an.1,7.3 3TOTK 3aKOHDBT
He NnpeABU}KAA UCKAHETO UK AaBaHeTOo Ha Cbriacue.

- American Association of Tissue Banks®
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