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Introduction 

This petition concerns the "Tracheal Transplantation Clinical Trial Protocol, Version A" signed 

by Dr. Paolo Macchiarini (PM) as “Leading Scientist, Karolinska Institutet” on February 5, 2012 

(1, 2) which was approved by The Ethical Commission at the State Budgetary Educational 

Institution for Higher Education “Kuban State Medical University” of the Ministry of Health Care 

and Social Development of the Russian Federation on February 15, 2012 (protocol 9) (3) and 

May 29, 2012 (protocol 11) (4).  

 

Exhibit 1. Front page of the Tracheal Transplantation Clinical Trial Protocol, Version A, February 5, 2012. Russian original (left) 

with English translation (right):  

Tracheal Transplantation  

Clinical Trial Protocol  

in "Molecular and Cellular Biology, Biotechnology, Regenerative Medicine" as part of the Russian Government Grant 

Federation for governmental support of scientific research conducted under the supervision of leading scientists at 

Russian institutions of higher educational training according to contract "19" October 2011 N2 11.034.31.0065 between 

the Ministry of Education and Science of the Russian Federation and the State Budgetary Educational Institution of 

Higher Professional Education "Kuban State Medical University," the Ministry of Health and Social Development of the 

Russian Federation and the leading scientist Paolo Macchiarini performing scientific research for the time period  

October 19, 2011 to December 31, 2013. 
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Together with the ethical approval of the Clinical Trial Protocol (protocol) which was issued by 

The Local Ethics Committee at GBUZ "Krasnodar Regional Clinical Hospital No. 1, n.a. S.V. 

Ochapovsky Department of Health Care Krasnodar Krai" on May 31, 2012 (protocol 49) (5) PM 

received ethical approval to implant synthetic tracheae in humans.  

In the 40-page protocol PM refers to the two patients (with special focus on patient nr. 2) who 

had undergone elective (the two patients’ conditions were not immediately life threatening) 

synthetic tracheal implantations at Karolinska University Hospital in June and November 2011 

(6, 7). In the text clinical findings are presented that PM uses to support the conclusion that 

these procedures were clinically successful without any negative effects or complications ([1, 2] 

pp. 6, 8, 9, 15, 17, 26, 27). On the basis of these conclusions from the Karolinska cases PM wishes 

to continue and expand the program of synthetic tracheal implantations ([1, 2] pp. 25-26) 

despite the lack of any previous animal data (8, 32), implying potential success of this procedure 

before starting up these high risk experiments in humans. It must also be pointed out that these 

two experimental Karolinska implantations by PM were executed without ethical approval (9, 

10, 11, 12, 13, 14, 15, 16) and without permission from the Swedish Medical Products Agency 

(MPA) (17, 18). After the protocol was approved the patients Julia Tuulik and Alexander Zozulya 

were the first two Russian “patients” transplanted in Krasnodar on June 19 and 21, 2012 

respectively (19, 20, 21).  

 

The following review of the Clinical Trial Protocol Version A from February 5, 2012, will prove 

that the clinical findings presented by PM of the two patients operated at Karolinska have no 

correlation to their actual clinical outcome as demonstrated in the patient medical records, in 

the recorded bronchoscopic film material and in the radiological reports. PM has thereby 

consciously been providing misleading and fraudulent results of the procedure the patients have 

been subjected to in order to attain approval and multimillion dollar funding (22, 23, 24, 25, 26) 

of these high risk experiments on humans in Russia.  

 

The text of the protocol where PM presents falsified data and misleading conclusions have been 

marked in yellow. Under each Russian text section a translation is attached as well as a page 

reference from the original document. For each statement separate comments are provided with 

references to hyperlinked documents (pp. 39-45), specific images from bronchoscopic 

recordings and radiological exams (pp. 18-38) as well as appendices (pp. 46-55) in order to 

demonstrate evidence of serial fabrication and manipulation. 

Translation of the original protocol consists of 29 of the total 40 pages. The untranslated pages 

consist of images and technical tables which do not change the implications of the translated 

text. The contents of the documents and page numbers have been preserved between the 

original and translated versions to simplify comparison.  

Along with this petition the following documents are attached: 

1. Original Russian version of the “Tracheal Transplantation Clinical Trial Protocol, Version 

A, February 5, 2012” (1). 

http://www.circare.org/info/pm/plan_rus.pdf  

2. Our English translation of the protocol (2).  

http://www.circare.org/info/pm/macchiarini-trachealtransplant-protocol-

20120205.pdf  

Original bronchoscopic films will be supplied upon request.  

http://www.circare.org/info/pm/plan_rus.pdf
http://www.circare.org/info/pm/macchiarini-trachealtransplant-protocol-20120205.pdf
http://www.circare.org/info/pm/macchiarini-trachealtransplant-protocol-20120205.pdf
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Review 

Text sections on pp. 7-8: 

 
Exhibit 2A, pp. 7-8: “To date, two tracheal transplantations with bioengineered synthetic 

scaffolds have been successfully performed by Dr. Macchiarini together with colleagues from 

Karolinska Institutet in Stockholm, Sweden. In the first operation (June 2011) a 

nanocomposite bioengineered synthetic scaffold made of POSS-PCU (polyhedral oligomeric 

silsesquioxane) was used, while in the second operation (November 2011) a nanocomposite 

bioengineered synthetic scaffold made of PET (polyethylene terephthalate) was used. In both 

cases luminal ingrowth with healthy cells of respiratory epithelium was observed.  

Fig. 2 shows the bronchoscopy results with respiratory epithelial cells after the 

operation in November 2011 when a bioengineered synthetic PET-nanocomposite 

bioscaffold was used, which is the same type of bioscaffold which is proposed in this protocol. 

The bronchoscopy and the pattern of stained cells show the presence of a normal 

mucosa in the bioscaffold at one week after transplantation.” 

 
Exhibit 2B, p. 7: “Fig. 2: A. Bronchoscopy of the PET-nanocomposite trachea one week 

after implantation (November 2011), showing presence of a normal mucosa on the 

bioscaffold. B. Ciliated respiratory…” [Text continues on p. 8].  
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Exhibit. 2C, p. 8: “…epithelial cells (white arrow) obtained from a brush biopsy from the 

center of the transplanted trachea one week after implantation. The fact that this biopsy 

was done almost immediately after transplantation, allows us to assume that the cells derive 

from the differentiated stem cells, and not from the spread of normal epithelial cells from 

the proximal or distal end of the transplant.” 

Comments to exhibits 2A, B, C: 

1. “In both cases luminal ingrowth with healthy cells of respiratory epithelium was 

observed.”  

The statement is false. No evidence of luminal ingrowth with healthy cells of respiratory 

epithelium in the synthetic scaffolds has been verified in the 2 patients´ referred to in the 

protocol in the time period before (or after) PM authored these false statements. On the 

contrary: 

a. All the registered biopsies from Case 1 (at 10 weeks, 5½ and 8 months* and 1 

year* after implantation) as well as Case 2 (at 5 days and 8 weeks after 

implantation) show no signs that indicate that a normal respiratory lining has 

covered the plastic trachea.  

(Biopsies Case 1: Appendices 1, 2, 3, 4, 5 and Case 2: Appendices 6, 7, 10). 

 

b. All bronchoscopic films from Case 1 (at 10 weeks, 5½ and 8 months* and 1 year* 

after implantation) as well as Case 2 (at 8 weeks after implantation) show clear 

evidence of serious pathology without any signs of epithelialization, 

vascularization or tissue ingrowth in the synthetic scaffolds.  

(Bronchoscopic images, Case 1: pp. 18-21, 27-31, and in Case 2: pp. 32-37). 

* The finding at 8 months as well as 1 year after the implantation of Case 1 were 

procured after PM signed the study plan on Feb. 5, 2012 but have been attached 

to prove the presence of serious pathological findings before, during and after PM 

signed the document, and during the approval process of the protocol (from 

February to the end of May 2012 (1, 2, 3, 4, 5).   

2. “Fig. 2 shows the bronchoscopy results with respiratory epithelial cells after the 

operation in November 2011…”, “The bronchoscopy and the pattern of stained cells 

show the presence of a normal mucosa in the bioscaffold at one week after 

transplantation.” 

 

These statements are misleading and false. The image in the figure 2A postulates to show 

Case 2’s bronchoscopy at one week.  This image is identical to the image that was 

presented as a day 3 after implantation image in the awarded scientific poster 

publication “First in Man Synthetic Nanofiber Trachea” by Johnson, Jungebluth, 

Macchiarini, Aug. 2, 2012 which was petitioned as research fraud to the Karolinska 

Institutet on Aug. 30, 2016 (27, 28, 29): 
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Exhibit 3. Image (left) from the Clinical Trial Protocol version A (p. 7) stated to depicture the bronchoscopic view in 

Case 2 at one week. The identical image (right end side) presented in the fraudelent scientific poster publication “First 

in Man Synthetic Nanofiber Trachea” stated to demonstrate the bronchoscopic view in the same pateint at 3 days after 

implantation (published in August 2012).   

 

In the patient’s (Case 2) medical records there exists no formal procedural report of a 

bronchoscopy postulated by PM to have been performed at specifically one week (7 

days) after implantation of the plastic tracheal scaffold, which is a standard routine if 

such an intervention is performed especially in such a unique patient. Instead there was 

a routine bronchoscopy performed at day 5 (Nov. 22, 2011) by a pulmonology resident 

physician (non-specialist) without any experience in tracheal surgery or transplantation 

who in the bronchoscopy report described the findings as: 

  

“The graft is well positioned and gives the impression of a smooth and even 

pink mucosal lining…”  

 

A macroscopic description of the surface structure and colour does not verify that the 

graft was lined with respiratory or any other kind of epithelium. The graft was already 

“smooth” and “pink” at the time of implantation surgery 5 days earlier on Nov. 17, 2011 

(30, 31). Subsequently this postulation is only a visual impression made by somebody 

still under training and with no experience within the field and cannot be used to verify 

the existence of a “normal mucosa” in the synthetic graft as stated by PM. 

 

The claim by PM of a normal mucosa present in the synthetic scaffold is however clearly 

disproven by the following examinations and findings: 

 

a. Detailed bronchoscopy report by a senior ENT-physician on Nov. 28, 2012, 11 

days after implantation, states (Appendix 8):  

 

“The implant is patent and there are no signs of tissue ingrowth yet.”  
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b. Detailed bronchoscopy report by the same senior ENT-physician on Dec. 6, 2011, 

19 days after implantation did not verify any signs of vascularization of the 

scaffold. 

 

c. Detailed bronchoscopy report by a senior ENT-physician on Jan. 10, 2012, 8 

weeks after implantation, states (Appendix 9): 

 

“Exfoliation of the outer layer of the graft. Sutures are clearly visible” [i.e. at 

the upper and both distal anastomotic sites].  

 

No verification or description of any presence or signs of tissue or epithelial 

ingrowth in the scaffold, which was of main interest when performing this 

bronchoscopy. Clearly visible sutures verify no tissue ingrowth from the 

anastomosis sites.  

 

d. Biopsy report at 8 weeks, Jan. 10, 2012 states (Appendix 10):  

 

“The material consists mainly of graft parts surrounded with egg white 

precipitation [N.B. pathological non-vascular finding not equivalent to any tissue 

ingrowth or cellular lining] focally containing large amounts of leucocytes. No 

coherent tissue can be detected. Graft material with admixture of 

inflammatory cells and minimal flakes of squamous epithelium type.”  

 

e. Bronchoscopy film at 8 weeks, Jan. 10, 2012 (separately attached): 

 

The absence of any tissue ingrowth or vascularization (dysfunctional and non-

viable synthetic scaffold) is verified by the performed bronchoscopy 

(Bronchoscopic images: pp. 32-37 and bronchoscopy film Jan. 10, 2012).  

 

It needs to be emphasized that PM partook in this examination (Appendix 9) and 

thereby was fully aware of the pathological findings when he signed the protocol 

4 weeks later on Feb. 5, 2012.  

 

The claim that a plastic tube of several centimetres in length could be vascularized and 

develop a functional airway epithelium (which necessitates the formation of a 

submucosa and basal membrane) in one week as stated in protocol is bizarre and beyond 

ridiculous. We have in previous petitions repeatedly criticized PM because he made 

similarly surreal claims that this process could transpire (reusing the same fabricated 

patient data over and over again as reference) within 1, 3 or 7 days after implantation of 

a synthetic trachea (27, 32). This is an impossible scenario that even PM in earlier 

publications has described as unfeasible even in much smaller grafts than a plastic tube 

equivalent in the size to a human trachea (33):  

 

”...It is well known that a tissue-engineered cellular graft of larger than 0.8 

mm in diameter needs vascularization to maintain viability after 

implantation into the host. However, the revascularization process usually 

begins within the first 2 weeks and flourishes within the eighth week of 

implantation. One might therefore speculate that an implantation time of 1  
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week is almost certainly too short for sufficient revascularization of 

small-diameter grafts.” 

 

3. “Fig 2 A. Bronchoscopy of the PET-nanocomposite trachea one week after 

implantation (November 2011), showing presence of a normal mucosa on the 

bioscaffold.”  

 

This claim is false and based on falsification of data from the patient’s medical records. 

 

As already commented earlier it is biologically impossible for a plastic tube of several 

centimetres in length to develop a fully functional respiratory epithelium after only one 

week.  

 

Furthermore and as previously reported (27) PM has in the protocol not supplied any 

biopsy data from the tracheal scaffold before implantation in patient 2. This would have 

shown if the plastic scaffold surface was covered with any cellular layer that after 

implantation could have possibly prevented immediate colonisation by pathogens found 

in ambient air. This is analogous to the pre-operative biopsies which were acquired at 

the time of the first tracheal transplantation on June 9, 2011, immediately before the 

actual implantation of the synthetic trachea graft in patient 1. Seven out of seven biopsy 

samples taken from different parts of the synthetic scaffold showed that ”no developed 

cell layer could be detected” and ”no detectable cell components or matrix structures 

can be found” (Appendices 1, 2). This means that patient nr. 1 received a naked plastic 

trachea without any cell layer covering it and thereby immediately was exposed and 

colonised by normally inhaled ambient air (32) resulting in chronic infection and 

subsequently death. 

This implies that it must be suspected that the plastic scaffold which was implanted in 

patient 2 and which PM specifically refers to as a success in the protocol in all likelihood 

also was immediately contaminated and colonised (27). Such a (chronic) life threatening 

infection can only be treated by removal of all the foreign material.  

 

PM’s statement also implies that a “normal mucosa” and “respiratory epithelium” would 

have appeared on a cell-free (“naked”) plastic tube at one week after implantation and 

then suddenly and completely have disappeared 4 days later (at the day 11 

bronchoscopy on Nov. 22, as described above under point 2a) without reappearing on 

day 19 or 8 weeks after implantation, a scenario which is bizarre and won’t be discussed 

further.  

 

Even though PM was not unaware of this “naked scaffold” situation in the first patient 

(32), PM still went on to implant the new synthetic scaffold in the second patient without 

in the protocol mentioning or reflecting over this extremely serious findings. It must 

thereby be construed that PM consciously concealed this from the ethical committee and 

subsequently put new patients in a dire predicament with deadly consequences. 

 

4. B. Ciliated respiratory epithelial cells (white arrow) obtained from a brush biopsy 

from the center of the transplanted trachea one week after implantation.” 

This claim by PM is false. No biopsies are registered from “one week” after implantation:  



10 
 

 

A bronchoscopy was performed on day 5 (Nov. 22, 2011) were the following samples 

were taken: 

 

a. Brush biopsy. Biopsy location: “Nr 1: Proximal suture line” and “Nr 2: Distal 

suture line”.  

The report describes: “The material consists of mostly mucus and granulocytes. 

Furthermore some benign squamous epithelial cells, probably contamination 

from the upper airway. Single benign bronchus epithelial cells of typical 

phenotype. Also found a good deal of degenerated or necrotic cylinder cells, 

probably bronchus epithelia, but far too degenerated changes in order to allow 

for analysis.” (Appendix 6). 

 

b. Biopsy from the main carina [scaffold´s synthetic carina]. Description of the 

findings: “non-representative material.” (Appendix 7). 

The brush biopsy was thereby evidently not taken from “from the center of the 

transplanted trachea” [i.e. plastic scaffold] as postulated by PM but instead from the 

anastomotic sites. This cannot be a case of a mix-up since the other biopsies (point 4b 

above) were not brush biopsies and concluded to show non-representative material.  

 

5. “The fact that this biopsy was done almost immediately after transplantation, allows us to 

assume that the cells derive from the differentiated stem cells, and not from the spread of 

normal epithelial cells from the proximal or distal end of the transplant.” 

This claim by PM is false and misleading, since in the pathologist report it is stated that in 

all likelihood the sample is ”probably contamination from the upper airway” (point 4a 

above).  

The evidence above shows that PM’s statements of an established normal mucosa with 

respiratory epithelial cells in the synthetic scaffold are fabricated and misleading. 

Text section on p. 8: 

 
Exhibit 4, p. 8: “6.0 Rationale for not cancelling.  

In the previous research there have not been any negative effects or complications 

which would cause rejection of the proposed research plan (protocol).” 

 

Comments to exhibit 4: 

1. “In the previous research…” 

 

This statement adds to previous evidence that despite PM though he later denied that 

that was the case that the two transplantations performed at Karolinska in June and Nov. 

2011 were research on humans (6, 7, 8, 9, 10, 11, 12, 14, 15) which is further supported 

by the fact that the protocol is signed by PM stating himself as the “leading scientist” on 

p. 40 (34).  
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2. ”… not been any negative effects or complications…” 

 

This is fabrication and omission of crucial data. Both patients developed life-threatening 

complications (35, table 3) which PM was well aware of at the time of signing the 

protocol on February 5, 2012.  

Patient 1:  

 

a. Biopsy evidence from the synthetic implants that showed that there was no cell 

layer covering the plastic was omitted by PM which led to exposure to ambient 

air end consequently chronic infection in patient 1.  

 

b. Life-threatening thromboembolic complications (right pulmonary arterial 

occlusion, thrombosis of the left brachiocephalic, jugular and subclavian veins 

and multiple distal pulmonary embolies) during administration of off-label 

supra-therapeutic doses of the growth factors erythropoietin (EPO,) and 

granulocyte-colony stimulating factor (G-CSF, Filgrastim, Neupogen®), (see 

further comments under exhibit 5). 

 

c. Bilateral distal anastomosis fistulation with the need for bilateral stenting of the 

scaffold.  

 

d. Obstruction of ventilation to the right lung secondary to pathological granuloma 

formation due to chronic inflammation at the site of attachment to the native 

right bronchi.  

 

e. No establishment of normal respiratory lining, vascularization or tissue growth 

in the synthetic scaffold.  

 

Bronchoscopic images (pp. 18-24, 27-31) and CT images (pp. 25-26) verify the severe 

pathology.  

 

The pathological radiological findings of fistulation, obstructive granuloma, stents, 

scaffold size mismatch which was documented from Case 1 (July 6, 2011 and Nov. 22, 

2011) before PM signed the protocol (Feb. 5, 2012) have been previously been described 

by us in a previous petition for an investigation of scientific misconduct (36).   

 

Patient 2:  

 

a. Despite biopsy evidence from the synthetic trachea implanted  into patient 1 

which demonstrated that there was no cell layer covering the graft PM proceeded 

to implant a synthetic trachea into patient 2 with the same protocol.  

 

b. Life-threatening thromboembolic complications (venous thrombosis in the left 

jugular, subclavian and axillary vein systems, pulmonary embolus in the left 

underlobe) during high dose administration of the growth factors (EPO, G-CSF, 

TGF-β3) (further comments under exhibit 5 comments below).  
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c. No establishment of normal respiratory lining, vascularization or tissue growth 

in the synthetic scaffold.  

 

Bronchoscopic images (pp. 27-31) as well as CT images (p. 38) verifying severe 

pathology secondary to the scaffold implantation.  

 

It should be pointed that PM when having been confronted with findings such as presented 

above in previous claims, among others to the independent investigator Prof. Gerdin, purported 

that he had not been given access to these patients’ medical files and that due to language 

barriers was unaware of the suffering and morbidity that they have endured (37, p. 2, section 4-

5):  

 

”I had not (and indeed could not due to the language barrier)”, ”I and my research team 

had no routine access to the clinical healthcare records.”, “The original written evidence 

documenting the patients' condition and results of tests at every stage are not only written 

in Swedish or Icelandic (two languages I have no knowledge of).”  

 

This is an absurd attempt to avoid responsibility. In the case of the two patients referred to in 

the protocol, PM was present and in charge of decision making in the clinic and therefore was 

fully informed of all the crucial clinical circumstances and findings.  

 

According to the medical files PM’s presence was documented on the following dates:  

 

a. Karolinska Case 1: Besides during the postoperative period in June 2011, PM was 

present during the clinical evaluations and exams in November 21 and 22, 2011 when 

serious pathology in the airway (fistulation, severe obstructive granuloma, need for 

stenting etc.) as well as lack of any respiratory lining, vascularisation or tissue ingrowth 

in the synthetic scaffold was clearly demonstrated. 

 

b. Karolinska Case 2: October 21, November 17, 18, 19, 20, 21, 23, 27, 28, December 1, 2, 6, 

9, 16, 2011 and January 6, 7, 10, 2012 when a non-viable scaffold and lack of any 

respiratory lining, vascularisation or tissue ingrowth in the synthetic scaffold was clearly 

demonstrated. 
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Text section on p. 21: 

 
 

Exhibit 5, p. 21:  

 “Postoperative procedures 

To stimulate the process of regeneration in the postoperative period, the patient will receive 

pharmacological agents with following systemic injections: 

a) Recombinant analogues of G-CSF (Filgrastim, 10mcg/kg/day, no more than 30 

mcg/kg/day) 

b) Synthetic analogues of erythropoietin (EPO alpha or beta, max 40000 IU). 

Both of these factors will be administered in adequate concentrations (in reduced doses not 

associated with any side effects) for stimulating mobilization and transformation of 

progenitor stem3,4,5,15,16 and bone marrow cells […] day automatic controlled plasma 

erythropoietin level and calculation of whole blood (including leukocyte blood count). Levels 

above 50000-60000 cells in the blood will be considered a manifestation of toxicity and as a 

result will be reduced dose or discontinued. The treatment is carried out every other day for 

two weeks after transplantation.” 

 

Comments to exhibit 5: 

“… (in reduced doses not associated with any side effects)…”  

This is extensively misleading:  

a) Both growth factors G-CSF (Granulocyte-Colony Stimulating Factor, Filgrastim, 

Neupogen®) and EPO (synthetic analogue of Erythropoietin, NeoRecormon®) have side-

effects independently of dose and especially in patients with malignant disease (both 

patient 1 and 2 had cancer of the trachea). 
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b) Synergistic effects and potential risks have not been studied for this experimental off-

label combination therapy given in high-dose and not for Erythropoietin 

(NeoRecormon®) at high-doses as mono-therapy. 

 

c) G-CSF and Erythropoietin have been administered without ethical approval and without 

permission from the Swedish MPA for an off-label indication and in high doses (multiple 

times greater than recommended maximum doses) to two patients with malignant 

disease.  

d) The producers of the substances (Amgen, Europe BV Breda Netherlands and Roche, 

Grenzach-Wyhlen, Germany) have no knowledge of this off label use and do not 

recommend there usage (38).  

 

e) PM did not inform the Swedish MPA of the life-threatening complications associated 

with the administration of these substances which had afflicted both of the two 

Karolinska patients. PM did not report to the Swedish MPA the complications related 

directly to the implanted medical device (plastic scaffold). 

 

It should be pointed out that the substance TGF-β3 (Recombinant Human Transforming Growth 

Factor β-3) which is not mentioned in the text section of specifically exhibit 5 on p. 21 in the 

reviewed protocol however is clearly described on p. 18 (point 9), p. 39 (“Appendix 3: 

Characteristics of biological agents and factors TGF-β3”, table presenting growth factors used 

preoperatively in the present protocol to accelerate tissue regeneration) and p. 40 (“TGF-β3: 

calculation of the necessary dose of TGF-β3…”) was used even though the substance is not 

permitted to be used in humans or animals because of the risk for viral transfer between species 

with potentially unforeseen consequences (39, 40). Both patient 1 and 2 were exposed to this 

substance without prior ethical approval and without permission from the Swedish MPA.  

 

Text sections on pp. 25-26: 

 
Exhibit 6A, p. 25: “An artificial tracheobronchial graft using bioscaffold from PET-material 

has already been successfully transplanted at Karolinska University Hospital, 

Stockholm, Sweden, in November 2011. The clinical success of this operation indicates 

that the tracheobronchial graft of bioengineered nanocomposite and autologous 

mononuclear cells may be the only chance of cure for some patients.  

We propose to use the same material for the bioscaffold and the same procedure for its 

production, which has been successfully used for the tracheal transplantation in 

November…” [Text continues on p. 26].  
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Exhibit 6B: “…2011, using this Protocol. The polymer nanocomposite PET has carefully been 

studied on cell compatibility, and recent surgery, performed at Karolinska University Hospital, 

demonstrated its acceptability, ability to allow for proliferation of autologous 

mononuclear cells and early (7 days) re-epithelialization with respiratory epithelium.” 

Comments to exhibits 6A, B: 

1. “…has already been successfully transplanted at Karolinska University Hospital, 

Stockholm, Sweden, in November 2011. The clinical success of this operation…” 

Postulation is misleading as described above. 

2.  “…and early (7 days) re-epithelialization with respiratory epithelium.” 

Postulation as shown above is fabrication.  

Text section on p. 26: 

 
Exhibit 7, p. 26. “Conclusion: information on the biocompatibility of implantable prostheses 

made of PET-material such as spinal cord, esophagus and cardiac valves is provided in the 

table below. All data confirm excellent biocompatibility when using the material for medical 

implants for vital organs. These data, and also the successful tracheal transplantation in 

a patient in November 2011, have shown excellent biocompatibility, allow concluding 

that the proposed bioscaffold material meets the requirements of biocompatibility and 

is safe for use.”  

Comments to exhibit 7:  

“These data, and also the successful tracheal transplantation in a patient in November 

2011, have shown excellent biocompatibility, allow concluding that the proposed bioscaffold 

material meets the requirements of biocompatibility and is safe for use.”  

This is a fabricated and misleading conclusion that does not truthfully present the actual medical 

data which has been documented in the two Karolinska patient’s medical records who have 

undergone synthetic scaffold implantation.  
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Conclusion  

Based on the above presented evidence the following conclusion can be reached: 

Data from the medical records of the patients who underwent synthetic trachea implantation at 

Karolinska without ethical approval and without permission from the Swedish MPA have been 

systematically falsified, omitted or glorified by PM with the purpose to describe these 

experiments on humans as more successful than they actually were. This is one further example 

of a multitude of examples where PM has misled the research community by falsifying data to 

glorify the results of his research (9, 10, 27, 32, 35, 36, 41, 42, 43, 44, 45). 

The serial falsification and glorification of crucial data imply that the responsible authorities, 

funding bodies and ethical committees in Russia who approved these applications have been 

consciously misled. The gross transgression of manipulating an ethical committee in order to 

attain approval to perform high risk procedures on human beings obviously necessitates 

criminal investigation under the jurisdiction of the country where those transgressions 

transpired.  

The results of these high-risk procedures were well known at the time that PM signed the 

protocol and should be of great concern to those regulatory bodies. If these allegations are 

verified then it can be concluded that multiple patients in Russia have been subjected to deadly 

experiments on the basis of conscious manipulation of the above-mentioned regulatory bodies 

and that criminal proceedings should be initiated against the responsible parties and prosecuted 

according to Russian law.  

We implore Karolinska Institutet without further delay to inform the involved Russian 

authorities and ethical committees123 who have judged, approved and financed this multi-million 

dollar research which lead to disastrous results for these Russian patients of the allegations 

contained in this petition.   

 

 

Thomas Fux, M.D. 

 

Matthias Corbascio, M.D., Ph.D., Assoc. Prof. 

 

Department of Cardiothoracic Surgery and Anesthesiology 

Karolinska University Hospital, Solna  

SE-171 76 Stockholm 

Sweden 
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Contact information for Competent Authorities of the Russian Federation 

1. Mr. Tatarintsev, Ambassador  

Embassy of the Russian Federation in the Kingdom of Sweden 
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2. Commission on Pseudoscience and Research Fraud of Russian Academy of Sciences  

Moscow 119991, Russia  

Leninsky Prospekt 14 

Prof.  Alexander G. Sergeev, Ph.D. 

Tel/Fax: +7 (495) 938-17-19 

E-mail: algen@yandex.ru 

 

3. The Ministry of Education and Science of the Russian Federation  

Moscow 125993, Russia 

11, Tverskaya Str., Building 4 

MPO-3 

Phone: +7 (495) 539 55 19 

Website: http://xn--80abucjiibhv9a.xn--p1ai/ 

4. The Ministry of Healthcare of the Russian Federation (MOH) 

Website: https://www.rosminzdrav.ru/ 

 

5. Department of the State Quality Control of Medical Products 
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Dr. Valentina Kosenko, Head of Department 

Moscow, 109074, Russia 

Address: 4, bld. 1, Slavyanskaya Square,  

E-mail: info@roszdravnadzor.ru 

 

6. State Budget Educational Institution for Higher Professional Learning “Kuban State 

Medical University” of the Ministry of Health Care and Social Development of the Russian 

Federation Ethical Commission 

Krasnodar 350063, Russia 

Sedina Str. 4  

Phone: (861)268-36-84  

Fax: (861)2683284  

Email: corpus@ksmu.ru 

 

7. Local Ethics Committee under State Budget Institution of Public Health Department 

Regional Clinical Hospital # 1 after Prof. S.V. Ochapovsky, Healthcare Department of 

Krasnodar Region 

1st May 167, Krasnodar 350086, Russia 

Phone: +7 (8612) 52-73-90 
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Karolinska Case 1: Bronchoscopic images from the bronchoscopies performed at 10 weeks 
and 5½ months after implantation of synthetic tracheal prosthesis on June 9, 2011. 

 
 
Figure 1. Bronchoscopy 2011-08-16, 10 weeks after implantation (performed on Island). The 
synthetic scaffold´s right “leg”. The distal right main bronchus anastomosis (connection) between the 
synthetic scaffold and the right main bronchus opening. Left arrow: inner wall of the synthetic scaffold 
without any covering epithelium, vascularization or tissue ingrowth. Right arrow: synthetic carina 
(separating ridge between the synthetic right and left main bronchus departures, the scaffold’s “legs”). 
Large dotted line: right distal anastomosis, small dotted line: obstructed native right main bronchus 
opening (should have the same area as the large dotted line) blocking the right lung from being normal 
ventilated due to the extensive and pathological formation of granulation tissue (chronic 
inflammation). Pathological airway, compare to figure 6 on p. 20. 
 

 
  

Figure 2. View advanced in distal direction. Distal left main bronchus anastomosis (the synthetic 
scaffold’s left “leg”). Arrows from left to right: left main bronchus opening, granulation tissue, nude 
sutures, thick white lines marks fistula opening (covering ca. 20% of the anastomotic circumference), 
“nude” synthetic scaffold without any covering epithelium or tissue ingrowth. 
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Figure 3. Bronchoscopy 2011-11-21, 5½ months after implantation. View from the upper (proximal) 

part of the native trachea down towards the synthetic scaffold (white-yellowish). Arrows from left to 

right: inner wall of the bronchoscope, native trachea with normal vascularization, granulation tissue 

obstructing the upper connection to the synthetic scaffold (as sign of chronic pathological inflammation). 

 

Figure 4. View advanced in distal direction. Arrows from left to right: normal native tracheal vascularized 

tissue, granulation tissue, tissue uncovered sutures, proximal (upper) connection between native trachea 

and nude synthetic scaffold (white-yellowish) without any covering epithelium, vascularization or tissue 

ingrowth. 
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Figure 5. View into the nonviable and dysfunctional synthetic scaffold. Arrows from left to right: inner wall 

of synthetic scaffold (yellowish-white) without any covering epithelium, vascularization or tissue 

ingrowth, pathological obstruction of left main bronchus opening by granulation tissue, fistulation, tissue 

uncovered sutures, synthetic scaffold´s carina and the scaffold´s “right leg” with complete obstruction of 

the native right main bronchus opening. Compare the non-vascularized and non-tissue covered 

(nonviable) scaffold with next figure 6 showing a normal vascularized inner wall of a normal healthy and 

viable trachea. 

 

Figure 6. Normal (non-synthetical) trachea (N.B. not the same patient) 

covered with a well vascularized and functional airway tissue. Arrows: 

examples of vessels. 
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Figure 7. Left distal anastomosis (connection) between the synthetic scaffold´s “left leg” and rest of native 

left main bronchus. Dotted line: area of excessive granuloma formation (inflammatory tissue) obstructing 

the left main bronchus opening. Arrows from left to right: native left main bronchus opening, white lines 

marks fistula opening (covering ca. 20% of the anastomotic circumference), tissue uncovered sutures, 

synthetic scaffold´s inner wall without any covering epithelium or tissue ingrowth. 

 

Figure 8. View into the synthetic scaffold´s “right leg”. Right main bronchus opening completely obstructed 

by granulation tissue growth (left white arrow) blocking the right lung from ventilation. Inner wall of the 

synthetic scaffold without any covering epithelium or vascularization (right arrow). 
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Figure 9. View into the nonviable synthetic scaffold´s “right leg” down towards right main bronchus 

opening. Completely blocked right bronchus opening. Left arrow: synthetic scaffold without any covering 

epithelium, vascularization or tissue ingrowth. Right arrow: loose tissue uncovered anastomotic sutures.  

 

Figure 10. View further advanced showing excessive granulation (inflammatory) tissue completely 

obstructing the right main bronchus opening which prevents the right lung from being ventilated. Arrows 

from left to right: bronchoscopic instrument (searching for bronchus opening), scaffold´s inner wall 

without any covering epithelium or tissue ingrowth, loose anastomotic sutures. Dotted line marks the 

distal right anastomosis area which should have been open but here is filled with granulation tissue, 
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Figure 11. Completely blocked right main bronchus opening. Small dotted line marks the minor opening to 

the native right main bronchus after starting resection of granulation tissue (the right main bronchus 

opening should have had the same area as the large dotted line).  

 

Figure 12. Bronchoscopy at the following day Nov. 22, 2011. View into the nonviable synthetic scaffold 

without any covering epithelium, vascularization or tissue ingrowth. Compare scaffold´s inner wall to the 

normal vascularized functional airway in figure 6 above. Airway stents in the left and right main bronchus 

openings (green colored endings), completely fluid filled right main bronchus opening, right lung not 

being normally ventilated. Proof of a dysfunctional synthetic scaffold and severely pathological airway. 
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Figure 13. View further advanced into the left main bronchus opening. Note the color difference between 

vascularized (red) airway tissue and the synthetic scaffold´s inner wall without any epithelialization, 

vascularization or tissue ingrowth. Arrow: airway stent in native left main bronchus (green stent ending), 

white lines marks fistula opening (covering ca. 20% of the anastomotic circumference). 
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Karolinska Case 1: CT images 5½ months after implantation on June 9, 2011. 

Radiological examination performed on Nov. 22, 2011, 5½ months after implantation on June 9, 2011 
(figures 12a-c, 13), verifies the bronchoscopic findings of severe airway pathology consisting of bilateral 
fistulations, obstruction of airway and air surrounding the implant. Airway stents have been placed in an 
attempt to obliterate fistulation. The presence of fistulation is indicative of chronic infection and inability 
of the synthetic implant to heal into the surrounding native tissue, as is the continuous ingrowth of 
obstructive granulomatous tissue (threatening ventilation) is indicative of chronic inflammation.  
 

 
 
Figure 14a. Frontal view. Arrows from left to right: stent in the right main bronchus, fistula at the distal 
right main bronchus anastomosis, air outside the synthetic scaffold, fistula at the distal left main bronchus 
anastomosis, stent in the left main bronchus. 
 

 
 
Figure 14b. Frontal view, different slice compared to figure 14a. Arrows from left to right: stent in the 
right main bronchus, circumferential fistula at the distal right main bronchus anastomosis (detached right 
scaffold´s “leg”), fistula at the distal left main bronchus anastomosis, stent in the left main bronchus.  
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Figure 15. Transversal view. Arrows from left to right: stent in the right main bronchus, air outside the 
synthetic scaffold, large fistula at the distal left main bronchus anastomosis, stent in the left main 
bronchus,  
 
 
A radiological examination showing 3-D volume rendered images was performed on Nov. 22, 2011 after 
stent implantation on the day before (Nov. 21, 2011) due to severe airway pathology (obstruction, 
bilateral fistulations between synthetic trachea and left and right bronchi).  
  

 
 
Figure 16. Frontal view. Arrows from left to right: stent in the right main bronchus, synthetic trachea, 
tracheal “blue air tube” (air filled native trachea), stent in the left main bronchus. 
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Case 1: Bronchoscopic images from February 14, 2012, 8 months after implantation. 

 

Figure 17. View from the proximal (upper) part of the native trachea down towards the synthetic scaffold 

(white-yellowish). Note the normal vascularization and color of the native airway tissue. Arrows from left 

to right: granulation tissue at the upper connection (anastomosis) between the synthetic scaffold and 

native trachea, upper edge of tissue unversed synthetic scaffold. 

 

Figure 18. View advanced in distal direction. Arrows from left to right: Inner wall of bronchoscope, Upper 

edge of the tissue uncovered synthetic scaffold, sutures, airway stent, obstructing granulation tissue. 
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Figure 19. View into the nonviable synthetic scaffold (posterior wall) without any signs of vascularization 

or tissue ingrowth, dislocated airway stent (arrow). 

 

Figure 20. View advanced into the nonviable synthetic scaffold without any covering epithelium, 

vascularization or tissue ingrowth. Bleeding into the left main bronchus opening (N.B. originating from 

resection of granulation tissue at the upper connection between native trachea and the scaffold and not 

from the scaffold itself which has no living tissue on the inside). Arrows from left to right: left main 

bronchus opening, airway stent in the right main bronchus opening. Severely pathological airway. 
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Figure 21. View into the synthetic scaffold´s “left leg” down towards the left main bronchus opening. 

Arrows from left to right: inner wall of synthetic scaffold without any epithelialization, vascularization or 

tissue ingrowth, distal connection between scaffold and native left main bronchus, outside of airway stent 

which is about to be pulled out and exchanged. 
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Karolinska Case 1: Bronchoscopic images from May 22, 2012, 1 year after implantation. 

 

Figure 22. View into nonviable synthetic scaffold without any covering epithelium, vascularization or 

tissue ingrowth. Arrows from left to right: Left main bronchus opening significantly obstructed by 

granulation tissue, inner wall of bronchoscope, obstructed right main bronchus opening.  

 

Figure 23. View into left main bronchus opening. Nonviable synthetic scaffold´s inner wall without any 

covering epithelium, vascularization or tissue ingrowth (compare to figure 6 on p. 20). Arrows from left to 

right: tissue uncovered sutures (left arrow), inner wall of bronchoscope, synthetic carina.  
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Figure 24. Nearly completely obstructed right main bronchus opening (small dotted area) blocking the 

right lung from being normally ventilated. Large dotted line the scaffold´s distal edge. Note synthetic 

scaffold´s inner wall without any covering epithelium, vascularization or tissue ingrowth 1 year after 

implantation, anastomotic (tissue uncovered) sutures. Severely pathological and dysfunctional airway. 
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Karolinska Case 2: Images from the bronchoscopy performed on January 10, 2012, 8 weeks 
after implantation of synthetic tracheal prosthesis. PM participated at the intervention.  

 

Figure 25. View from the upper (proximal) part of the native trachea (pink colored) down towards the 

synthetic scaffold (white-yellowish). Arrows from left to right: Inner wall of the bronchoscope, native 

normal tracheal (pink) vascularized tissue, upper edge of the synthetic scaffold, nude (tissue uncovered) 

blue sutures, upper part of nude synthetic scaffold without any covering epithelium, vascularization or 

tissue ingrowth.   

 

Figure 26. View advanced in distal direction. Arrows from left to right: native tracheal (pink) vascularized 

tissue, nude synthetic scaffold (white-yellowish) without any covering epithelium, vascularization or 

tissue ingrowth, synthetic carina with left and right synthetic main bronchus departures. 
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Figure 27. View into the nonviable synthetic scaffold. Arrows from left to right: nude (tissue uncovered) 

blue sutures, left and right synthetic main bronchus departures (white arrows), proximal (upper) edge of 

the synthetic scaffold, inner wall of synthetic scaffold (yellowish-white) without any covering epithelium, 

vascularization or tissue ingrowth. 

 

Figure 28. View into the nonviable synthetic scaffold without any covering epithelium, vascularization or 

tissue ingrowth. The exfoliation (arrow) on the inner scaffold wall is an "egg white precipitation" resulting 

from protein leakage into the synthetic airway and contains of proteins who lost its solubility due to 

environmental changes in the non-biological (synthetic) environment, precipitating forming a “paper 

towel” like structure, a pathological (even if principally a normal chemical reaction) in this location and 

has nothing to do with establishment of a normal airway epithelium and is not a type of cellular layer (see 

Biopsy report Jan. 10, 2012). Compare the non-vascularized and non-tissue covered (nonviable) scaffold 

with figure 6 above showing the inner wall of a normal viable trachea.  
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Figure 29. View into the synthetic scaffold without any covering epithelium, vascularization or tissue 

ingrowth. Arrows from left to right: Exfoliation on the inner wall of the scaffold, right synthetic main 

bronchus departure. 

 

Figure 30. View into synthetic scaffold without any covering epithelium, vascularization or tissue 

ingrowth. Arrows from left to right: pathological exfoliation of the inner scaffold wall, bronchoscopy 

pincers gripping the exfoliation (precipitation) layer.  
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Figure 31. Right distal anastomosis (connection) between the synthetic scaffold´s “right leg” and the rest 

of native right main bronchus (partly folded at 8 o´clock). Arrows from left to right: nude edge of synthetic 

scaffold without any tissue coverage or ingrowth, partly obstructing anastomotic granulation tissue (as 

sign of chronic pathological inflammation), loose blue nude (tissue uncovered) suture, native right main 

bronchus opening (white arrow) partly obstructed by anastomotic granulations from 4 to 9 o´clock.  

 

Figure 32. View from the upper part down into the synthetic scaffold. Bronchoscope pulled back from the 

right main bronchus up into the mid part of the synthetic trachea. Arrows from left to right: bronchoscopy 

pincers starting to remove the exfoliated inner layer of the synthetic scaffold, nude synthetic implant wall 

without any covering epithelium, vascularization (no visible vessels compare to figure 6 on p. 20) or tissue 

ingrowth. 
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Figure 33. View into the synthetic scaffold. The whole frontal part of the scaffold´s inner surface comes off 

when the exfoliation layer detaches as it is pulled further up to be removed. The dotted arrow shows the 

direction of the exfoliation detaching (being pulled out) from the inner wall. 

 

 

Figure 34. View into the synthetic scaffold. The whole scaffold´s inner surface comes off when the 

exfoliation layer detaches as it is pulled further up to be removed. The dotted arrow shows the direction of 

the inner scaffold surface (exfoliation) detaching from the inner wall. Note the nude synthetic inner wall 

(white arrow) without any covering epithelium, vascularization or tissue ingrowth. 
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Figure 35. View into the synthetic scaffold. Bronchoscopy pincers further removing the inner surface layer 

of the synthetic scaffold. A nonviable and completely dysfunctional synthetic tracheal scaffold (no 

tracheal regeneration, covering epithelium, vascularization or tissue ingrowth) is verified 8 weeks 

after implantation (compare to the normal tracheal wall in figure 6 on p. 20). 
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Karolinska Case 2: CT images from January 10, 2012, 8 weeks after implantation of 
synthetic tracheal prosthesis.  

 

Figure 36A. CT examination 2012-01-10, 8 weeks after implantation. Frontal view. Arrows: constriction of 

both distal connection sites between synthetic scaffold and native main bronchus openings (size mismatch 

between scaffold and connecting native right and left main bronchus openings).  
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http://www.sciencemag.org/news/2016/09/panel-swedish-hospital-should-never-have-hired-star-surgeon
http://www.sciencemag.org/news/2016/09/panel-swedish-hospital-should-never-have-hired-star-surgeon
http://www.circare.org/info/pm/mpa-pm-20150409.pdf
http://www.nature.com/news/artificial-windpipe-surgeon-committed-misconduct-1.17605#auth-1
http://www.nature.com/news/artificial-windpipe-surgeon-committed-misconduct-1.17605#auth-1
http://www.nature.com/news/artificial-windpipe-surgeon-committed-misconduct-1.17605
http://www.nature.com/news/artificial-windpipe-surgeon-committed-misconduct-1.17605
http://regmedgrant.ksma.ru/index.php?id=6&news=18&lang=eng
http://www.circare.org/info/pm/megagrant-pr-20120618.pdf
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20. Regenerative Medicine News, Press Release, Nanofiber Solutions, Ross Kayuha, CEO, 

June 26, 2012: “The surgeries were performed June 19th and 21st at the Krasnodar 

Regional Hospital (Russia) by Dr. Paolo Macchiarini, Professor of Regenerative Surgery at 

the Karolinska Institutet (Stockholm, Sweden), and colleagues.”, 

 http://medicine.osu.edu/regenerativemedicine/news/archive/2012/06/26/s

urgeons-perform-world%E2%80%99s-first-two-bioartificial-stem-cell-based-

laryngotracheal-transplantations-using-nanofiber-solutions-scaffolds-1.aspx 

 http://www.circare.org/info/pm/pm-kijobapplic-2014-Dnr%202-1097-2014. 

21. Press release Harvard Bioscience June 26, 2012: “Harvard Bioscience's "InBreath" 

Bioreactors Used in World's First Successful Regenerated Laryngotracheal Transplants”: 

“The surgeries took place at Krasnodar Regional Hospital in Krasnodar, Russia on June 

19th and June 21st.”  

 http://www.circare.org/info/pm/hbio-pr-20120626.pdf 

 http://investor.harvardbioscience.com/releasedetail.cfm?releaseid=686701 

22. Paolo Macchiarini´s Job application for Professorship in Regenerative Medicine Aug. 6, 

2014, Ref nr: 2-1097/2014-3, p. 50, section 4.1: External research funding obtained in 

international or national competition as principal applicant point 7: “Regeneration of 

Airways and Lungs. (No. 11.G34.31.0065) Releasing Authority: Government of the Russian 

Federation. Period: 2011-2013: Total Contribution: 4,446,070 €.  

http://www.circare.org/info/pm/pm-kijobapplic-2014-Dnr%202-1097-2014.pdf 

23. AGREEMENT No. 11. G34.31.0065 between the Ministry of education and science of the 

Russian Federation, a Russian institution of higher learning, and a leading scientist 

providing a scientific research project on the provision of a monetary grant of the 

Government of the Russian Federation designed to support research projects 

implemented by leading scientists at Russian institutions of higher learning. Signed by 

Deputy Minister of education and science of the Russian Federation S.V. Ivanets, State 

Budget Educational Institution of Higher Professional Learning “Kuban State Medical 

University” of the Ministry of Health Care and Social Development of the Russian 

Federation Chancellor S.N. Alekseenko Leading scientist P. Macchiarini. Moscow, October 

19, 2011. 

 In Russian: http://www.circare.org/info/pm/mgagrmt-rus.pdf 

 In English: http://www.circare.org/info/pm/mgagrmt-eng.pdf 

24. MINISTRY OF EDUCATION AND SCIENCE OF THE RUSSIAN FEDERATION Science and 

technologies Department. Prolongation of research project. Signed by Deputy Head of 

the Department A.O Ladniy on January 24, 2014. 

http://www.circare.org/info/pm/mgext-20140124-eng.pdf 

25. UNITED STATES SECURITIES AND EXCHANGE COMMISSION. HARVARD APPARATUS 

REGENERATIVE TECHNOLOGY, INC. Annual report pursuant to Section 13 or 15(d) of 

the Securities Exchange Act of 1934. For the fiscal year ended December 31, 2013.  

p. 10, last section under “Russian and EU Clinical Trials”: “The Russian clinical trial was 

funded by an initial $5 million grant from the Russian government to the Krasnodar 

Regional Hospital, one of Russia’s leading transplant centers. In November 2013, this grant 

was extended by approximately $1.7 million to continue the trial into 2014 and 2015.” 

p. 11, 2nd section: “In addition to the Russian grant, the EU has approved a separate $5 

million grant with Dr. Macchiarini as principal investigator to fund two clinical trials in 

trachea transplant using our bioreactors.“  

https://www.sec.gov/Archives/edgar/data/1563665/000114420414018938/v371822

_10k.htm#tBUS 

 

http://medicine.osu.edu/regenerativemedicine/news/archive/2012/06/26/surgeons-perform-world%E2%80%99s-first-two-bioartificial-stem-cell-based-laryngotracheal-transplantations-using-nanofiber-solutions-scaffolds-1.aspx
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http://medicine.osu.edu/regenerativemedicine/news/archive/2012/06/26/surgeons-perform-world%E2%80%99s-first-two-bioartificial-stem-cell-based-laryngotracheal-transplantations-using-nanofiber-solutions-scaffolds-1.aspx
http://www.circare.org/info/pm/pm-kijobapplic-2014-Dnr%202-1097-2014
http://www.circare.org/info/pm/hbio-pr-20120626.pdf
http://investor.harvardbioscience.com/releasedetail.cfm?releaseid=686701
http://www.circare.org/info/pm/pm-kijobapplic-2014-Dnr%202-1097-2014.pdf
http://www.circare.org/info/pm/mgagrmt-rus.pdf
http://www.circare.org/info/pm/mgagrmt-eng.pdf
http://www.circare.org/info/pm/mgext-20140124-eng.pdf
https://www.sec.gov/Archives/edgar/data/1563665/000114420414018938/v371822_10k.htm#tBUS
https://www.sec.gov/Archives/edgar/data/1563665/000114420414018938/v371822_10k.htm#tBUS
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26. EU funded Research Project: Biomaterials for Tracheal Replacement in Age-related 

Cancer via a Humanly Engineered Airway” BIOtrachea Project ID 280584 

 http://cordis.europa.eu/project/rcn/103069_en.html 

 https://forbetterscience.wordpress.com/2016/11/16/collapse-of-biotrachea-

or-how-macchiarinis-greed-saved-human-lives/ 

 https://drive.google.com/drive/folders/0By2HqPi4t2RbeDU0RFhlQ0dGT0E 

27. The 3-day bronchoscopy (The Poster) fraud. Notification of Research Misconduct. RE: 

Scientific poster publication “First in Man Synthetic Nanofiber Trachea” Jed Johnson*, 

Philipp Jungebluth#, Paolo Macchiarini#, *Nanofiber Solutions LLC, Columbus, Ohio, 
#Karolinska Institutet, Stockholm, Sweden, Aug. 2012. 

http://www.circare.org/info/pm/appeal-misconduct-20160830.pdf 

28. Poster Award Presentation Aug. 8, 2012 at the Nanotechnology for Defense Conference, 

Las Vegas, US, Aug. 6-9, 2012. Agenda, pp. 3-4, 7: ”First in Man Synthetic Nanofiber 

Trachea, Dr. Jed Johnson, Nanofiber Solutions”. 

https://www.usasymposium.com/nano/docs/2012%20NT4D%20Agenda%2019%20Ju

l%2012.pdf  

29. Nanotechnology for Defense Conference advert on 2012 NT4D Poster Award Winners 

”First in man Synthetic Nanofiber Trachea, Dr, Jed Jonson, Nanofiber Solutions”. 

https://www.usasymposium.com/nano/13%20Nano/posters.htm 

30. The color and shape of the synthetic scaffold immediately before implantation in Case 2 

on Nov. 17, 2011. Article “Cell culture startup’s scaffold used in 2nd-ever synthetic trachea 

transplant” published in MedCityNews by Brendon Glenn Nov. 30, 2011: 

 
http://medcitynews.com/2011/11/cell-culture-startups-scaffold-used-in-2nd-ever-

synthetic-trachea-transplant/?edition=ohio 

 

http://cordis.europa.eu/project/rcn/103069_en.html
https://forbetterscience.wordpress.com/2016/11/16/collapse-of-biotrachea-or-how-macchiarinis-greed-saved-human-lives/
https://forbetterscience.wordpress.com/2016/11/16/collapse-of-biotrachea-or-how-macchiarinis-greed-saved-human-lives/
https://drive.google.com/drive/folders/0By2HqPi4t2RbeDU0RFhlQ0dGT0E
http://www.circare.org/info/pm/appeal-misconduct-20160830.pdf
https://www.usasymposium.com/nano/docs/2012%20NT4D%20Agenda%2019%20Jul%2012.pdf
https://www.usasymposium.com/nano/docs/2012%20NT4D%20Agenda%2019%20Jul%2012.pdf
https://www.usasymposium.com/nano/13%20Nano/posters.htm
http://medcitynews.com/2011/11/cell-culture-startups-scaffold-used-in-2nd-ever-synthetic-trachea-transplant/?edition=ohio
http://medcitynews.com/2011/11/cell-culture-startups-scaffold-used-in-2nd-ever-synthetic-trachea-transplant/?edition=ohio
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31. Film: Lyles Transplant Final Draft for Release, Harvard Apparatus Nov. 23, 2011. 

http://www.circare.org/info/pm/Lyles%20Transplant%20Final%20Draft%20for%20

Release%20Harvard%20Apparatus%20Nov%2023,%202011.mp4 

32. The 7-day biopsy fraud. Letter to the Vice-Chancellor Karin Dahlman-Wright RE: 2-

723/2016 Suspicion of Scientific Misconduct, including Appendix 1 (1) submitted to 

Karolinska Institutet on Mar 3, 2016, (Dnr 2-2184/2014). 

http://www.circare.org/info/pm/notification-20160303.pdf 

Appendix 1 (1) to Dnr 2-2184/2014. 

http://www.circare.org/info/pm/notification-appendix1-20160303.pdf 

 Swedish Television Documentary “The Experiments” (Part 1-3), Bosse Lindquist, 

Sveriges Television (SVT) the leading Swedish public service broadcaster, January 

2016. 

“The series investigates Paolo Macchiarini’s claims to have invented a ground-

breaking method to create new organs. His method using plastic tracheas sown 

with stem cells has been operated on patients in the US, Russia, Sweden and the 

UK.”  

In English: http://www.svt.se/dokument-inifran/experimenten-in-english 

In Swedish: http://www.svt.se/dokument-inifran-experimenten/ 

“Do the articles of Paolo Macchiarini reflect reality?”  

http://www.svt.se/dokument-inifran/did-paolo-macchiarini-describe-his-experiments-

truthfully-in-his-scientific-articles 

a. Example # 1 the 1-week sample 

http://www.svtplay.se/klipp/6465549/do-the-articles-of-paolo-

macchiarini-reflect-reality-example-1-the-1-week-sample 

b. Example # 2-the 2-month sample 

http://www.svtplay.se/klipp/6465585/do-the-articles-of-paolo-

macchiarini-reflect-reality-example-2-the-2-month-sample 

c. Example # 3 the 8-month sample 

http://www.svtplay.se/klipp/6465765/do-the-articles-of-paolo-

macchiarini-reflect-reality-example-3-the-8-month-sample 

d. Example #4 the 12-month sample 

http://www.svt.se/dokument-inifran/did-paolo-macchiarini-describe-

his-experiments-truthfully-in-his-scientific-articles 

 

 BBC Storyville: “Fatal Experiments. Three parts series looking at the downfall of 

synthetic organ transplant surgeon Paolo Macchiarini”, October 2016. 

http://www.bbc.co.uk/programmes/p04cb206/members 

 

 French Television Documentary, France 2 “Docteur trompe-la-mort”, Olivier 

Sibille  COMPLEMENT d'enquête : quand l'homme défie la nature 2014-10-30 

[segment on Paolo Macchiarini begins at 7:32 N.B. Krasnodar trachea transplant 

patient Dmitri Onagda hospitalized post-transplant] 30/10/14 

https://www.youtube.com/watch?v=Q7Jw5JkciJk 

33. Trachea-guided generation: déjà vu all over again? Macchiarini P. J Thorac Cardiovasc 

Surg. 2004 Jul;128(1):14-6, p. 15. 

http://www.jtcvsonline.org/article/S0022-5223(04)00086-8/pdf 
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http://www.svt.se/dokument-inifran/did-paolo-macchiarini-describe-his-experiments-truthfully-in-his-scientific-articles
http://www.svt.se/dokument-inifran/did-paolo-macchiarini-describe-his-experiments-truthfully-in-his-scientific-articles
http://www.svtplay.se/klipp/6465549/do-the-articles-of-paolo-macchiarini-reflect-reality-example-1-the-1-week-sample
http://www.svtplay.se/klipp/6465549/do-the-articles-of-paolo-macchiarini-reflect-reality-example-1-the-1-week-sample
http://www.svtplay.se/klipp/6465585/do-the-articles-of-paolo-macchiarini-reflect-reality-example-2-the-2-month-sample
http://www.svtplay.se/klipp/6465585/do-the-articles-of-paolo-macchiarini-reflect-reality-example-2-the-2-month-sample
http://www.svtplay.se/klipp/6465765/do-the-articles-of-paolo-macchiarini-reflect-reality-example-3-the-8-month-sample
http://www.svtplay.se/klipp/6465765/do-the-articles-of-paolo-macchiarini-reflect-reality-example-3-the-8-month-sample
http://www.svt.se/dokument-inifran/did-paolo-macchiarini-describe-his-experiments-truthfully-in-his-scientific-articles
http://www.svt.se/dokument-inifran/did-paolo-macchiarini-describe-his-experiments-truthfully-in-his-scientific-articles
http://www.bbc.co.uk/programmes/p04cb206/members
https://www.youtube.com/watch?v=Q7Jw5JkciJk
http://www.jtcvsonline.org/article/S0022-5223(04)00086-8/pdf
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34. Tracheal Transplantation, Clinical Trial Protocol, Version A, February 5, 2012, p. 3: 

 
“1.0 Clinical doctors – researches”  

1.1 Leading researcher: Dr Paolo Macchiarini, Karolinska Institutet, 

Stockholm, Sweden”  

 

PM signing the protocol on p. 40:  

 
 “Leading scientist _____[PM:s signature]______P. Macchiarini” 

 

35. The Ethical Approval fraud: Amendment to the “Formal Appeal for an Investigation of 

Scientific Misconduct by Prof Macchiarini” submitted to Karolinska Institutet on Sept 24, 

2014 (Dnr 2-2184/2014). 

http://www.circare.org/info/pm/web-amendment-to-formal-appeal-24sep2014-2.pdf 

 Table 3: http://www.circare.org/info/pm/web-amendment-tables-1-3-

24sep2014.pdf 

36. The CT-image fraud: “Notification of Suspected Research Misconduct RE: 

Tracheobronchial transplantation with a stem-cell-seeded bioartificial nanocomposite: a 

proof-of-concept study” Jungebluth P, Macchiarini P. Lancet. 2011 Dec 10;378 

(9808):1997-2004. Epub 2011 Nov 24. (Dnr 2-2184/2014) submitted to Karolinska 

Institutet on May 9, 2016. 

http://www.circare.org/info/pm/notification-20150509.pdf 

37. Dr. Macchiarini´s response to the external review, “Re: Statement of opinion on 

assignment ref. 2-2184/2014” June 26, 2015, p. 2, sections 4-5.   

38. Responses from the manufactures Roche (Erythropoietin), Amgen (G-CSF, Filgastrim) 

and R&D Systems (TGF-β3), Appendices 17a-c (pp. 32-48) in the “Formal Appeal for an 

Investigation of Scientific Misconduct by Prof Macchiarini” submitted to Karolinska 

Institutet on Sept 24, 2014 (Dnr 2-2184/2014). 

http://www.circare.org/info/pm/web-appendix-amendment-11-19.pdf 

39. Identification of a novel rhabdovirus in Spodoptera frugiperda cell lines. Ma H, Galvin TA, 

Glasner DR, Shaheduzzaman S, Khan AS. J Virol. 2014 Jun;88(12). Epub 2014 Mar 26. 

https://www.ncbi.nlm.nih.gov/pubmed/24672045 

 

 

 

http://www.circare.org/info/pm/web-amendment-to-formal-appeal-24sep2014-2.pdf
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40. Rhabdovirus-like endogenous viral elements in the genome of Spodoptera 

frugiperda insect cells are actively transcribed: Implications for adventitious virus 

detection. Geisler C, Jarvis DL. Biologicals. 2016 Jul;44(4):219-25. Epub 2016 May 25. 

https://www.ncbi.nlm.nih.gov/pubmed/27236849 

41. The fraudulent 6 trachea articles by PM: “Formal Appeal for an Investigation of 

Scientific Misconduct. To the President of Karolinska Institutet, Stockholm Aug. 18, 

2014.”  

http://retractionwatch.com/wp-content/uploads/2014/12/Letter-to-Prof-

Hamsten.pdf 

 “Analysis of Clinical Outcome of Synthetic Tracheal Transplantation Compared 

to Results Published in 6 Articles by Macchiarini et al. Stockholm, Sweden, Aug. 

18, 2014.” 

http://retractionwatch.com/wp-content/uploads/2014/12/Analysis-of-

Clinical-Outcome-of-Synthetic-Tracheal-Transplantation.pdf 

 The fraudulent “proof-of-concept article”: Tracheobronchial transplantation 

with a stem-cell-seeded bioartificial nanocomposite: a proof-of-concept study.  

Jungebluth P, Alici E, Baiguera S, Blomberg P, Bozóky B, Crowley C, Einarsson O, 

Gudbjartsson T, Le Guyader S, Henriksson G, Hermanson O, Juto JE, Leidner B, 

Lilja T, Liska J, Luedde T, Lundin V, Moll G, Roderburg C, Strömblad S, Sutlu T, 

Watz E, Seifalian A, Macchiarini P. Lancet. 2011 Dec 10; 378(9808):1997-2004. 

 Editorial expression of concern: Tracheobronchial transplantation with a 

stem-cell-seeded bioartificial nanocomposite: a proof-of-concept study. The 

Lancet Editors, Apr 2, 2016. 

http://www.circare.org/info/pm/eoc-lancet-20160402.pdf 

42. The fraudulent rat esophagus article: Experimental orthotopic transplantation of a 

tissue-engineered oesophagus in rats. Sjöqvist S, Jungebluth P, Lim ML, Haag JC, 

Gustafsson Y, Lemon G, Baiguera S, Burguillos MA, Del Gaudio C, Rodríguez AB, 

Sotnichenko A, Kublickiene K, Ullman H, Kielstein H, Damberg P, Bianco A, Heuchel R, 

Zhao Y, Ribatti D, Ibarra C, Joseph B, Taylor DA, Macchiarini P. Nat Commun. 2014 Apr 

15;5:3562.  

 Review of assignment O1-2016 by Investigator Prof. Eva Ekblad, June 9, 2016. 

http://www.circare.org/info/pm/ekblad-review-01-2016-20160709.pdf 

 Editorial expression of concern: Experimental orthotopic transplantation of a 

tissue-engineered oesophagus in rats. Sjöqvist S, Jungebluth P, Macchiarini P 

et al. Nat Commun. 2016 14;7:13310. 

http://www.nature.com/articles/ncomms13310 

43. Central Ethical Review Board Expert Group for Misconduct in Research Statement Ref. 

no. 01-2016, 2016-09-06 Macchiarini et al., Experimental orthotopic transplantation of 

a tissue-engineered oesophagus in rats. Nat Comm (2014;5:3562)  

http://www.circare.org/info/pm/O1-2016-statement-expert-group-for-misconduct-

in-research-160906-eng.pdf 

44. The Cooperation Citizens for Responsible Care and Research Inc. (CIRCARE). 

“Information Index: Trachea Transplants and Paolo Macchiarini, M.D.”  

http://www.circare.org/info/pm/macchindex.htm#docs 

45. NATURE EDITORIAL: “Macchiarini scandal is a valuable lesson for the Karolinska Institute, 

06 September 2016. 

http://www.nature.com/polopoly_fs/1.20539!/menu/main/topColumns/topLeftColum

n/pdf/537137a.pdf 

 

https://www-ncbi-nlm-nih-gov.proxy.kib.ki.se/pubmed/27236849
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http://retractionwatch.com/wp-content/uploads/2014/12/Analysis-of-Clinical-Outcome-of-Synthetic-Tracheal-Transplantation.pdf
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https://www-ncbi-nlm-nih-gov.proxy.kib.ki.se/pubmed/24736316
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46 
 

Appendices: Karolinska Case 1  

Appendix 1 

 

Biopsy from the synthetic scaffold immediately before implantation on June 9, 2011. The 

report describes: “In the sections from the three samples of the synthetic trachea which 

represent the left bronchus, right bronchus and trachea a similar picture of non-

stainable porous material with double refractory characteristics. On the surface of this 

synthetic material only a few thin mesenchymal cells can be suspected. No well-developed cell 

layer could be identified.” 
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Appendix 2 

 

Biopsy from the synthetic scaffold immediately before implantation on June 9, 2011. The 

report describes: “In the sections from the four delivered small tissue samples a porous foreign 

material of synthetic graft can be identified. Any detectable cellular components or matrix 

structures are not seen.”  
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Appendix 3 

 
 

Brush biopsy at Feb. 14, 2012, 8 months after implantation. The report describes: “Brush 

biopsy from the lumen in the middle of the graft in trachea. In the centrifuged fluid of delivered 

brush biopsy fluid, no significant epithelial material can be found.”  

This finding contradicts any presence of a healthy mucosa 8 months after transplantation. A 

normal mucosa should yield normal (airway) epithelial cells upon brush sampling. 
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Appendix 4 

 

Biopsy at Feb. 14, 2012, 8 months after implantation. The report describes: “Biopsies from the 

left main bronchus and from the trachea. “Biopsies from left main bronchus as well as trachea. 

In both fractions one can see a lot of granulation tissue with some plasmocyte infiltration. The 

surface epithelium consists partially of squamous epithelium which is eroded by 

granulocytic attack, partially completely rejected with scab formation, and focally single 

atypical squamous epithelial cells are seen but these seem to be mostly of a reactive 

character.” 

N.B. these biopsies were not taken from the synthetic scaffold´s inside but at the border 

zone between native trachea and scaffold thereby not verifying any tissue ingrowth or 

epithelialization in the scaffold, however verifying chronic inflammation as sign of the 

plastic scaffold not healing into the patients native tracheal tissue.   
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Appendix 5 

 

Biopsy at May 22, 2012, 1 year after implantation. The report describes: “Sample containing 

biopsies from granulations right main bronchus and from tracheal graft in trachea. Box 3; 

biopsy from the left side above the area of carina in the middle of the graft.” Having 

judged everything, nothing but an acellular structure is seen, residual components of the 

graft itself?”  
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Karolinska Case 2  

Appendix 6 

 

Brush biopsy at day 5, Nov. 22, 2011. Biopsy location: “Nr 1: Proximal suture line” and “Nr 

2: Distal suture line”. The report describes: “The material consists of mostly mucus and 

granulocytes. Furthermore some benign squamous epithelial cells, probably contamination 

from the upper airway. Single benign bronchus epithelial cells of typical phenotype. Also found 

a good deal of degenerated or necrotic cylinder cells, probably bronchus epithelia, but far too 

degenerated changes in order to allow for analysis.” 
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Appendix 7 

 

Biopsy at day 5, Nov. 22, 2011. Biopsy from the main carina [scaffold´s synthetic carina].  

Description of the findings: “non-representative material.” 
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Appendix 8 

 

Bronchoscopy at day 11, Nov. 28, 2011, by senior ENT-physician with full report stating: 

“…and there are no signs of tissue ingrowth yet.” 
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Appendix 9 

 

Bronchoscopy at 8 weeks, Jan. 10, 2012. The report describes: “Exfoliation of the outer layer 

of the graft. Sutures are clearly visible” [at the upper and both distal anastomotic sites]. A 

detailed report (written by a senior ENT-physician) containing no description of any signs or 

presence of tissue ingrowth in the synthetic scaffold. Clearly visible sutures verify no tissue 

ingrowth from the anastomosis sites. The absence of any tissue ingrowth and vascularization 

(completely dysfunctional synthetic scaffold) is also clearly verified by the full bronchoscopic 

recording of the very same procedure. PM (registered as the surgeon nr 2 in the report) was 

participating in the procedure deciding the biopsy locations from the middle inner part of the 

graft. 
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Appendix 10 

 

Biopsy from synthetic scaffold at 8 weeks, Jan. 10, 2012. The report describes: “The material 

contains mainly of graft parts surrounded with egg white precipitation [N.B. completely 

pathological non-vascular finding not equivalent to tissue ingrowth, or cellular lining] focally 

containing large amounts of leucocytes.”, “No coherent tissue can be detected.”, “Graft 

material with admixture of inflammatory cells and minimal flakes of squamous 

epithelium type. “, “Special stain for micro-organisms (gram and Grocotte) shows fungi 

and bacteria like microorganisms.” PM was participating in the procedure deciding the 

biopsy locations from the middle inner part of the graft (Appendix 9). 


