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The Decision on Revising the Good Supply Practice for Pharmaceutical Products
1. A 1% Enacted details

1) ARERT] Promulgated authority:The China Food and Drug Administration
2) &Ai H# Promulgation date: July20,2016
3) AR H W Effective date: July20,2016

2. IREZIRIE Related content
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The China Food and Drug Administration ("CFDA") has recently promulgated the Decision on Revising the
Good Supply Practice for Pharmaceutical Products (the "Decision"), with effect as of the date of
promulgation.

According to the Decision, Paragraph 2 of Article 22 of the original Good Supply Practice for
Pharmaceutical Products is revised to read: "Enterprises engaged in vaccine distribution shall also allocate
two or more professional technical personnel responsible for vaccine quality management and
acceptance. The professional technical personnel shall have a bachelor's degree or above in preventive
medicine, pharmacy, microbiology or medicine and professional technical title above intermediate level,
and more than three-year experience in vaccine management or technical work." Item 21 of Article 36 is
revised to read: "provisions on the traceability of pharmaceutical products;" and Article 57 is revised to
read: "An enterprise shall set up the computer system meeting the requirements of management and
quality control in the whole operation process, in a bid to achieve the traceability of drug quality." In
addition, the Decision sets out the revisions to Articles 2, 49 and 62 and other articles.

3. MG Details:

The Decision on Revising the Good Supply Practice for Pharmaceutical Products

Legal Statement: Health care legal newsletter all the contents are reproduced or taken from newspapers or news websites, which
purposes are only for reference, not been regarded as the legal opinion.
Top of the document 3


http://www.sda.gov.cn/WS01/CL0053/159780.html
http://www.sda.gov.cn/WS01/CL0053/159780.html

KA DENTONS

Health Care Legal Newsletter

Issuel8 on 2016August

(2D MK EmZEBETHELINE)
The Measures for the Investigation and Punishment of lllegal Acts concerning Online
Food Safety

1. MiAi R Enacted details

1) ARERT] Promulgated authority: the China Food and Drug Administration
2) AR H ¥ Promulgation date: July20,2016
3)  A:%% H I Effective day: Octoberl, 2016

2. PREEIRIE Related content
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The China Food and Drug Administration ("CFDA") has promulgated the Decision on Revising the Good Supply
Practice for Pharmaceutical Products (the "Decision")on, with effect as of the date of promulgation.

According to the Decision, Paragraph 2 of Article 22 of the original Good Supply Practice for Pharmaceutical
Products is revised to read: "Enterprises engaged in vaccine distribution shall also allocate two or more
professional technical personnel responsible for vaccine quality management and acceptance. The
professional technical personnel shall have a bachelor's degree or above in preventive medicine, pharmacy,
microbiology or medicine and professional technical title above intermediate level, and more than three-year
experience in vaccine management or technical work." Item 21 of Article 36 is revised to read: "provisions on
the traceability of pharmaceutical products;" and Article 57 is revised to read: "An enterprise shall set up the
computer system meeting the requirements of management and quality control in the whole operation
process, in a bid to achieve the traceability of drug quality." In addition, the Decision sets out the revisions to
Articles 2, 49 and 62 and other articles.

3. #fE Details:

The Measures for the Investigation and Punishment of Illegal Acts concerning Online Food Safety
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Health Care Law & Ethics

Advancements in medical technologies and therapies have done much to extend life, but they have also
generated an entirely new set of legal and ethical problems.

St MR BARFNS ST IMETT LB R AR b, (ER S5 K —RIHEERAMEE KK 1 .

“ Despite the court's inability to compare a life afflicted by the most severe disability with death, there must
be extreme cases in which the court is entitled to say: the life which this treatment would prolong would be so
cruel as to be intolerable.” This opinion was posed by Lord Justice Taylor in his judgement of Re J (A Minor)
and served as a valuable guide for Hedley J. in the search of Charlotte Wyatt’ s fate. Charlotte was born
premature in October 2003 and suffered severe and repeated respiratory failure. Advancements in medical
technology made it possible for Charlotte to continue breathing as she fought for her survival in the early
stages of her life. However, the case of Charlotte raised the controversial question as to whether her doctors
could abstain from providing her with life-sustaining treatment should she stop breathing, for the quality of
her life would be so poor. This essay will explore the legal and ethical dilemmas put forward by this case
through a discussion of the principle of quality of life measured against the quantity of life and whether the
courts are the best arbiters to make this judgement.

Charlotte Wyatt was born very prematurely and was beset by infection and breathing and brain functions
which had steadily deteriorated. The damage was irreparable and required her to depend on a supply of
oxygen. Charlotte was 11 months old at the time of the first action. She was blind, deaf and incapable of
voluntary movements. Medical opinion was unanimous that she would be able to experience the pain of any
future treatment. Prognosis for her survival was gloomy and lay between 25 per cent and 5 per cent. The
hospital did not seek to withdraw her existing treatment but sought declaration that it would not be unlawful
to abstain from ventilation should it be needed. Her doctors rendered ventilation “futile” for the fact it
would only prolong Charlotte’ s suffering where such aggressive treatment would not restore the quality of
her life significantly. Her parents disagreed. Devout Christians, they believed Charlotte could respond to their
affection and was not yet ready to die. The hospitals declaration was granted by Hedley J in 2004. It was
concluded on the medical evidence that ventilation would only subject Charlotte to pain and distress and
therefore it was not in her best interests for doctors ventilate her should she stop breathing. Hedley J.
rendered that her life might well be “intolerable” . This, however, was not the end of Charlotte’ s case. As
her condition improved Charlotte’ s parents wanted to ensure that the hospital would be required to do all
that was possible keep her alive. Hedley J. once again affirmed his judgement concluding that Charlotte’ s
development was minimal and ventilation would not be in her best interests.

The prevailing factor in the diverse judicial reasoning of this case was intolerability: “is the treatment
proposed likely to render the continued life of the child demonstrably awful? ”  Whilst treatment may be
burdensome, it may be outweighed by the benefits the person may achieve from extended life. In Charlotte’ s
case the effect of the treatment itself influenced the decision of Hedley J.; the effects of the treatment only

2 AenRB i) HRE S I v T TN, A DA R A 4
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generated intolerable suffering for Charlotte outweighing the possibility of a benefited continued life. There
would be no benefit as a result of the treatment. The decision to withhold life-sustaining treatment where no
further quality of life could conceivably accrue to the individual from existence may therefore be justifiable.
On the balance of this it may be the opinion that to treat Charlotte and prolong her suffering would be

“futile” . In Re A Ward L.J. asserted that the sanctity of life allows each individual an equal right to life and
that each life is worthwhile regardless of one’ s capacity to enjoy it. His Lordship rendered that “the question
is always whether the treatment would be worthwhile, not whether the person's life would be worthwhile”. In
light of Hedley J.” s judgement, it can be seen that this principle was applied; the prevailing factor was the
intolerability of treatment. The sad truth in Charlotte’ s case was definitively how and when she should die,
and not whether she should be allowed to die.

In many instances where the courts intervene in the fate of an ill child, a family’ s grief is worsened by the
anguish of court proceedings. But there has to be a means by which such dilemmas are resolved. Are there
better arbiters than the courts to resolve such conflicts limiting the number of family tragedies which end in
the court room? Dilemmas concerning the limits of life may be appropriately destined for the courts. One
argument which could be made for this is the power of the courts authority; a judge can decide and effectively
hold that a particular outcome must obtain. Hedley J. assuming responsibility for the questions of life and
death insisted that “the court, as a publicly accountable body, is the proper repository of this responsibility
rather than doctors and rather than the family” . One of the dilemmas in this case was whether or not the
court could be influenced by ethical values. Clinical Ethics Committees (CEC’ s) can be considered as this
influence - but can they advise on an ethical approach alongside the courts within these dilemmas? It may be
the opinion of some that the most suitable arbiters in deciding these cases would be a combination of the
courts and CEC bodies. The CEC’ s can act to ensure that the courts take an approach of ethical appraisal
within life or death cases.

The economic implications of neonatal care cannot be ignored. The cryptic spectre in all similar tragic
dilemmas between the parents of a sick child and the professionals is resources. For parents there is fear that
decisions in such cases are driven by economic implications that by treating their baby, resources may be
unavailable to treat another baby. But how do we decide to allocate care where we have persons who require
treatment for fatal illnesses and will have a more significant quality of life as a result of treatment? It is
guestionable as to whether or not it would be morally correct to provide Charlotte treatment that will not
benefit the quality of her life at the expense of the resources which would benefit the quality and quantity of
life another individual. Society has such radically diverse opinions on the nature of life and the moral status of
life-sustaining treatment, that this question becomes so controversial.

The quality adjusted life-year (Qaly) is a measure of health outcomes which incorporates both the quality and
quantity of an individual’ s life. The purpose of this measure is to condense the impact of treatment on a
patient” s life expectancy and the impact of the benefits to their quality of life in order to measure the health
outcome to assist with the allocation of healthcare resources. However Qaly can be criticised. Again this draws
on an ethical dilemma, questioning whether it is morally correct to allocate resources based on the measure of
a human’ s quality of life against their quantity of life. Nuala Scarisbrick expressed her concerns over
measuring the quality of life. She asserted that "doctors have no training in measuring 'quality of life, no one
has” -yet we allowed the courts in the case of Charlotte to measure her  ‘quality of life” .

Disputes between parents and paediatricians about whether to continue to treat a seriously ill child are in no
sense new in its kind. But the tragic dilemmas of Charlotte’ s case are novel in part because of the extensive
publicity which surrounded the case in the media. The public interest which drew from Charlotte’ s case
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expressed the sympathy felt for her and her family. For Hedley J. his decision was made in the best interests of

“what can now be done to benefit Charlotte? ”  Further aggressive treatment would only be intolerable,
serving no benefit to the quality of her life. The medical advice was that Charlotte should be allowed to die
peacefully; Hedley J. asserted that her death would now only be “slightly advanced” . Much has been said for
the role of the courts in arbitrating these perennial conflicts between the parents of a sick child and the
medical profession. The courts have the ultimate power of authority and to resort to judicial input may be the
most pragmatic solution, but that does not necessarily mean that the decision of the courts is accepted. For
some the solution is to combine the courts with CEC” s to ensure that decisions can withstand ethical and legal
scrutiny and remain justifiable. But what can be said for the ethical values of the court? To provide Charlotte
the resources to only prolong her suffering at the expense of benefiting another’ s life could be considered
unethical. Yet, this measure of ones quality of life against ones quantity of life becomes controversial; no
individual possess the expertise to measure another humans ‘quality of life”. A new dilemma is emerging that

“ obscures such value conflicts and, in which the translation of conflict into the disclosure of law, excludes
moral debate rather than enable it to be addressed ” . Medical advancements, like that necessary to keep
Charlotte alive, are regularly required, creating the need for an approach to tackle ethical dilemmas without
the weight of personal, economic and religious values in deciding whether treatment is appropriate given the
likely future quality of life.
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