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1 Division of Compliance Oversight, Office for Human 
Research Protections (henceforward: OHRP), 
Department of Health and Human Services 
(henceforward: HHS) of the US Government. 
2 Henceforward: PI 

3 Henceforward: IRB 
4 Henceforward: Tufts 
5 Henceforward: AJCN 
6 Henceforward: ASN 
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7 Physician and molecular biologist, and the founding 
director of the US, Food and Drug Administration’s 
Office of Biotechnology, and in 2015, the Robert 
Wesson Fellow in Scientific Philosophy and Public 
Policy at Stanford University’s Hoover Institution. 

 

 

 

 

 

 

8 NIH is the abbreviation for the US National Institutes 
of Health 
9 Henceforward: COPE 
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10 第四条 伦理审查应当遵守国家法律、法规和规章

的规定以及公认的生命伦理原则，伦 理审查过程应

当独立、客观、公正和透明. (Translation: Number 4. 

Ethical review should comply with national laws, 
regulations and rules as well as generally accepted 
regulations and rules as well as accepted life ethics 
principles, ethical review process should be 
independent, objective, fair and transparent.) 
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11 = IRB 
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12 “On June 26, 2018 a response was received to a 
Freedom of Information Act request (FOIA Case 
Number: XX-FOI-XXXXX-NIDKMK; Case Number: 

XXXXX)  . . . including 839 pages responsive to your 
request.” 
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13 No person, anywhere, had experience of all three of 
these topics, except for Dr Tang’s team of 
investigators. Any others in the US with experience of 
children subject research in China would have no 
professional knowledge of “GMO’s”. For Dr Tang’s 
team, the only important thing about Golden Rice was 
that it was a source of beta-carotene, potentially 
useful in combatting vitamin A deficiency. To 

investigate that potential, was the only purpose of the 
research. 
14 U.S. Department of Agriculture 
15 U.S. Food and Drug Administration 
16 “China CDC reportedly prepared the statement after 
dispatching an official to the United States to consult 
representatives of both Tufts and NIH;” quote from 
Hvistendahl & Enserink, 2012 
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17 PR 
18 especially with respect to the “We regret….” of the 
final paragraph. 

19 “. . . Greenpeace China. . . have set off a firestorm in 
China . . . . We have engaged a law firm in China to 
help us . . . . Initial review suggests that the researcher 
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did obtain appropriate IRB approval in China. . . . many 
of the more serious allegations . . . would require 
information from China, where people seem to be too 
frightened to tell the truth about this study. I am 

hoping that you might be able to give me some 
suggestions for how we might best investigate . . . , I 
have asked our IRB chair to review the study 
documents and the review that was done at Tufts.” 
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20 Actually, AJCN 
21 “. . . I suggest that you and co‐authors reject, 
however, this outrageously passive‐aggressive request 
. . . I and others at Tufts and beyond are prepared to 
write a letter to the editor for publication in AJCN 
denouncing their action on multiple grounds, not 

least, the effect of their action on the Battle against Vit 
A deficiency, the victory for Greenpeace in re GMO's in 
nutrition, and the chilling effect on GMO research. This 
study deserves, I think, to be in the citable peer‐
reviewed literature especially with wide access to 
developing countries.” 
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22 “Who should issue the retraction? Articles may be 
retracted by their author(s) or by the journal editor. In 
some cases, retractions are issued jointly or on behalf 
of the journal’s owner (eg, a learned society or 
publisher).  However, since responsibility for the 
journal’s content rests with the editor s/he should 

always have the final decision about retracting 
material. Journal editors may retract publications (or 
issue expressions of concern) even if all or some of the 
authors refuse to retract the publication themselves.” 
COPE Council, 2019 [emphasis added]  
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23 To quote an e‐mail from (JB) the Director of the 
Antioxidants Research Laboratory and Professor in the 
Friedman School of Nutrition Science and Policy “..I am 
in strong agreement with almost all your points. I have 
raised many of these same issues at Tufts in defence of 
Guang and her research on Golden Rice. I have literally 
stood by Guang’s side in confronting Dr [DLS]”. 

24 Testing of the ‘genetically modified nature’ was not 
the specific purpose, or any purpose, of the research 
which is clearly stated with the heading ‘Objective’ on 
the first page of the retracted paper: “The objective 
was to compare the vitamin A value of b-carotene in 
GR and in spinach with that of pure b-carotene in oil 
when consumed by children.” 
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25 “In July [2013] China's National Health and Family 
Planning Commission released new draft guidelines for 
studies involving humans, which the state news 
agency Xinhua says were triggered by the golden rice 
incident. 

Among the changes is that trials must be 
registered with the sponsoring institution before 
they begin, to allow proper oversight.” . . .“Cao 

Xuetao, president of the Chinese Academy of 
Medical Sciences, says the issue is a reminder 
that Chinese regulatory authorities haven't kept 
up with the nation’s burgeoning research 
enterprise. "Chinese science has expanded so fast 
in the past few years," he says, and “now there 
are so many clinical trials."  (Enserink, 2013) 
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