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VERSION 1 - REVIEW 

REVIEWER Chantal Blouin  
Institut national de santé publique du Québec, Canada  

REVIEW RETURNED 29-Nov-2015 

 

GENERAL COMMENTS In order to recommend the publication, I think the results section 
needs to be revised in order to present in more details why the 
proposed provisions of the TPP has the potential impacts the 
authors describe. For example, why does he investor state dispute 
settlement mechanism can limit the governments ability to 
implement tobacco control policies? The article is not targeted at 
legal scholars or specialists of international relations, nevertheless, it 
would be important to explain a bit what are the mechanisms 
through which these chapters and specific clauses within these 
chapters of the TPP can limit the government capacity to protect and 
promote population health. It would make it a more useful 
contribution.  
 
Otherwise, I think it is useful to publish an example of process using 
a HIA in this context. Now that the agreement is published, the 
authors may want to add some comments in the conclusions about 
the final text vs the leaked texts.  

 

REVIEWER James Harrison  
Warwick University, UK  

REVIEW RETURNED 02-Dec-2015 

 

GENERAL COMMENTS My expertise (closest to the content of this article) is in human rights 
impact assessment, and international trade agreements. I have 
written about and been involved in a number of HRIAs of trade 
agreements as well as a range of other economic processes. I am 
not a health expert. Therefore the way in which an article in a health 
journal like the British Medical Journal is written and structured is not 
within my knowledge or expertise.  
 
The article's description of the impact assessment process was 
familiar to me, and the findings in relation to health impacts appear 
completely plausible. I also enjoyed the discussion of the impact of 
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the HIA on public debates. What I would like to see is a more 
detailed exposition of the findings of the assessment. For instance a 
bit more explanation of how and why the investment chapter or 
intellectual property chapter of a trade agreement have a potential 
impact on health outcomes, and what the recommended changes 
are to deal with that. For me, this is the most interesting and 
enlightening part of the study and is what makes it 'scientific'. I am 
sure that this analysis is provided in the HIA itself. But I found some 
of the discussion of the questions that informed the HIA process 
(e.g. on page 5) a little dry and uninformative. Could these be cut 
down, and a little more focus on the actual findings be provided?  
 
As I say, I have no expertise on writing for health journals, so am 
happy to bow to the style of the journal if my comments are not in 
keeping with normal practice for this kind of study.   

 

REVIEWER Dr Erik Monasterio  
Dept. of Psychological Medicine, Christchurch School of Medicine, 
University of Otago  
Dept. of Forensic Psychiatry, Hillmorton Hospital, Christchurch, New 
Zealand  
 
I have previously co-authored a number of scientific articles with one 
of the author's, Dr Deborah Gleeson. 

REVIEW RETURNED 08-Jan-2016 

 

GENERAL COMMENTS It is well established in the literature that the impact of a new 
generation of bilateral and multi lateral trade agreements on health 
and sovereignty is of considerable concern, not only for access and 
equity in health care, but also for future public health policy. A 
number of these trade agreements are under negotiation and 
therefore this article is both timely and important.  
 
Negotiating parties demand secrecy in the negotiation process, to 
the extent that concessions as part of trade negotiations can have 
considerable public health implications, without consultation with 
health experts. In this context it is important to consider feasible and 
reasonable avenues to advocate for health protection. The author's 
argue persuasively about the use of a HIA and the need to rely on 
leaked documents to inform an advocate for health, in the absence 
of alternative options.  
 
The manuscript provides the rationale for the HIA, its findings and its 
use for public health advocacy; this is a model that can be replicated 
and applied to future trade deal negotiations and therefore is 
beneficial to public health.  
 
The findings of the HIA appear to be balanced and fair. The 
manuscript is heavily referenced, which adds to its value as it 
sources relevant information widely.  
 
The limitation of the study relate to the reliance on leaked 
documents, and more discussion about this would be helpful.  
 
The manuscript would be strengthened by commenting on the 
content of the released documents, as the TPP text has been 
publicly available for the past 2 months.   
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VERSION 1 – AUTHOR RESPONSE 

Reviewer #1  

1) In order to recommend the publication, I think the results section needs to be revised in order to 

present in more details why the proposed provisions of the TPP has the potential impacts the authors 

describe. For example, why does the investor state dispute settlement mechanism can limit the 

governments ability to implement tobacco control policies? The article is not targeted at legal scholars 

or specialists of international relations, nevertheless, it would be important to explain a bit what are 

the mechanisms through which these chapters and specific clauses within these chapters of the TPP 

can limit the government capacity to protect and promote population health. It would make it a more 

useful contribution.  

 

A more detailed explanation of the trade provisions and their impacts on health has been included in 

the revised Table 2. We have included text to reference the table within each section of the results 

(medicines, tobacco, alcohol, food) (found on page 7, paragraph 1, paragraph 4; and page 8, 

paragraph 1, paragraph 4). We have also directed readers to the longer published Health Impact 

Assessment Report which includes lengthier descriptions of the specific provisions and the 

mechanisms through which they would have an impact on the scenarios.  

 

2) Now that the agreement is published, the authors may want to add some comments in the 

conclusions about the final text vs the leaked texts.  

Thank you for the suggestion. This has been added to the Discussion section on page 10:  

The final text of the TPP was released in November, 2015. It is likely that the text of the final 

agreement will be scrutinized for some time yet, with experts considering what the long-term 

implications will be. Preliminary assessment of the final text suggests that some of the more harmful 

provisions have been mitigated, but concerns remain. Two examples are provided below.  

The final pharmaceutical provisions are sufficiently similar to the Australia-US Free Trade Agreement 

that they are unlikely to require any change to Australian law or the operation of the PBS [94]. It 

seems likely that the HIA and associated media coverage and advocacy contributed to growing 

awareness of and political opposition to proposals to extend monopolies through the TPP, which 

assisted in strengthening the Australian Government’s resistance to the US proposals. These 

provisions may however impact adversely on other countries, particularly developing countries. 

Provisions related to biologics – a form of medicine derived from living products – are sufficiently 

ambiguous to allow for interpretations that could risk the U.S. trying to enforce eight years of market 

exclusivity versus the five currently required in Australia [95].  

The final agreement also included an optional tobacco carve out from ISDS, allowing TPP countries to 

prevent the use of ISDS to challenge tobacco control measures. Yet even these apparent ‘wins’ have 

some limitations. Unlike tobacco, the health system, food, and alcohol were not carved out from ISDS, 

leaving these policy areas vulnerable to claims by foreign investors. While various safeguards have 

been included to try and protect public health, experts have raised doubts about whether they will be 

sufficient [96,97].  

 

Reviewer #2  

1) What I would like to see is a more detailed exposition of the findings of the assessment. For 

instance a bit more explanation of how and why the investment chapter or intellectual property 

chapter of a trade agreement have a potential impact on health outcomes, and what the 

recommended changes are to deal with that. For me, this is the most interesting and enlightening part 

of the study and is what makes it 'scientific'.  

A more detailed explanation of the trade provisions and their impacts on health has been included in 

the revised Table 2. We have included text to reference the table within each section of the results 

(medicines, tobacco, alcohol, food) (found on page 7, paragraph 1, paragraph 4; and page 8, 

paragraph 1, paragraph 4). We have also directed readers to the longer published Health Impact 

Assessment Report which includes lengthier descriptions of the specific provisions and the 
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mechanisms through which they would have an impact on the scenarios.  

The recommendations arising from the HIA are described in Figure 4, which Reviewer 2 may have 

overlooked. In a paper of this length, it is not possible to go into a lot of detail about how the 

recommendations address each of the provisions. However, we have pointed the reader to the 

sections of the HIA report that address the recommendations relevant to each of the health issues 

under consideration.  

2) But I found some of the discussion of the questions that informed the HIA process (e.g. on page 5) 

a little dry and uninformative. Could these be cut down, and a little more focus on the actual findings 

be provided?  

This was revised on page 5, first paragraph. The list of questions was removed and we have inserted 

the following text:  

The process for agreeing on the impacts and identifying recommendations was facilitated through 

discussion of various questions, including: the plausibility of the impact of the TPP on the policy 

scenario; the significance of the policy scenario to health; the strength of the evidence; equity 

considerations (i.e. what groups are likely to be most adversely impacted); and recommendations to 

mitigate potential harms. The final recommendations were subsequently revised and agreed upon by 

all advocacy committee members.  

Reviewer #3  

1) The limitation of the study relate to the reliance on leaked documents, and more discussion about 

this would be helpful.  

This has been added to the Methods section on page 4:  

To the authors’ knowledge this is the first HIA based on leaked documents and this is a limitation of 

the study. Draft chapters leaked during negotiations to some extent represent the positions put 

forward by certain parties rather the final negotiated text. However in the absence of authorised drafts 

and transparent consultation, the analysis of leaked text has a recognised public interest purpose 

[26], and has been critical in stimulating public debate about the risks associated with proposed 

provisions.  

2) The manuscript would be strengthened by commenting on the content of the released documents, 

as the TPP text has been publicly available for the past 2 months.  

This has been added to the Discussion section on page 10:  

The final text of the TPP was released in November, 2015. It is likely that the text of the final 

agreement will be scrutinized for some time yet, with experts considering what the long-term 

implications will be. Preliminary assessment of the final text suggests that some of the more harmful 

provisions have been mitigated, but concerns remain. Two examples are provided below.  

The final pharmaceutical provisions are sufficiently similar to the Australia-US Free Trade Agreement 

that they are unlikely to require any change to Australian law or the operation of the PBS [94]. It 

seems likely that the HIA and associated media coverage and advocacy contributed to growing 

awareness of and political opposition to proposals to extend monopolies through the TPP, which 

assisted in strengthening the Australian Government’s resistance to the US proposals. These 

provisions may however impact adversely on other countries, particularly developing countries. 

Provisions related to biologics – a form of medicine derived from living products – are sufficiently 

ambiguous to allow for interpretations that could risk the U.S. trying to enforce eight years of market 

exclusivity versus the five currently required in Australia [95].  

The final agreement also included an optional tobacco carve out from ISDS, allowing TPP countries to 

prevent the use of ISDS to challenge tobacco control measures. Yet even these apparent ‘wins’ have 

some limitations. Unlike tobacco, the health system, food, and alcohol were not carved out from ISDS, 

leaving these policy areas vulnerable to claims by foreign investors. While various safeguards have 

been included to try and protect public health, experts have raised doubts about whether they will be 

sufficient [96,97]. 
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VERSION 2 – REVIEW 

REVIEWER Chantal Blouin  
Institut national de santé publique du Québec, Canada  

REVIEW RETURNED 23-Feb-2016 

 

GENERAL COMMENTS The revised version addresses the issue I raised in my previous 
review. Thank you.  

 

REVIEWER Dr Erik Monasterio  
Dept of Psychological Medicine, Christchurch School of Medicine, 
University of Otago, New Zealand  
 
I have previously researched and published work with Deb Gleeson. 
I have written about the adverse health impacts from the TPP and 
other new generation trade agreements. 

REVIEW RETURNED 16-Feb-2016 

 

GENERAL COMMENTS I am satisfied with the changes to the original manuscript, along the 
lines I noted.  
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