
BMJ - Decision on Manuscript ID BMJ.2016.036035 

Body: 

01-May-2017  

 

Dear Miss Pace  

 

# BMJ.2016.036035 entitled "Cautious access to new cancer drugs: rhetorical impediments to rational 

decision-making"  

 

 

Thank you for sending us this paper and giving us the chance to consider your work.  

 

We sent it out for external peer review and discussed it at the Analysis manuscript committee meeting 

(present: Peter Doshi, Prashant Jha, Navjoyt Ladher, Emma Rourke).  

 

Unfortunately we do not consider it suitable for publication in its present form. However if you are able 

to amend it in the light of our and/or reviewers' comments, we would be happy to consider it again.  

 

The reviewers' comments are at the end of this letter.  

 

The editors' comments are listed below:  

 

1) Editors thought your paper covered an important and interesting clinical topic. The comments here 

are intended to strengthen your argument, pull out what is new and original, and broaden the appeal to 

our international readership.  

 

2) The key comments from editors were around what is new and original in your article? We felt that 

these issues have been discussed previously, and though you make lots of good points and touch upon 

good research, we would want any Analysis article we publish to offer fresh insights and present 

compelling solutions. We would suggest only resubmitting if this is possible  

 

3) We typically look for Analysis articles to present a compelling argument. We couldn't discern a specific 

argument other than a general tone of 'stop the rhetoric on miracle cures and overcautious slow 

regulators.'  Any revised article would need to present a clear line of argument  

 

4) To make this a more international article it would be useful to give a global perspective and discuss 

the situation in the developing world, and in countries outside of the UK/US/AUS.  

 

5) Does this only apply to cancer drugs? We didn't see how this was specific only in that area. Perhaps 

you could be clearer about this  

 

6) It may be helpful to include the counterpoint - why do others argue for accelerated access and how 

are those concerns outweighed by the ones you present here?  

 

7) We note that in some sections of the paper, there is a conflation between access and approval. Please 

try to be clear and consistent about which you mean  

 

8)  If current strategies aren't working, what are the alternatives? You discuss rhetoric and expectation 

setting in the general media - is there a way to manage this?  

 

 

 

 

We hope that you will be willing to revise your manuscript and submit it within 4-6 weeks.When 

submitting your revised manuscript please provide a point by point response to our comments and those 

of any reviewers.  

 



Please note that resubmitting your manuscript does not guarantee eventual acceptance, and that your 

resubmission may be sent again for review.  

 

 

Once you have revised your manuscript, go to https://mc.manuscriptcentral.com/bmj and login to your 

Author Center.  Click on "Manuscripts with Decisions," and then click on "Create a Resubmission" located 

next to the manuscript number.  Then, follow the steps for resubmitting your manuscript.  

 

You may also click the below link to start the resbumission process (or continue the process if you have 

already started your revision) for your manuscript. If you use the below link you will not be required to 

login to ScholarOne Manuscripts.  

 

*** PLEASE NOTE: This is a two-step process. After clicking on the link, you will be directed to a 

webpage to confirm. ***  

 

https://mc.manuscriptcentral.com/bmj?URL_MASK=002234ea0f8a4b04bc7e5b56ae30180d  

 

IMPORTANT:  Your original files are available to you when you upload your revised manuscript.  Please 

delete any redundant files before completing the submission.  

 

I hope you will find the comments useful.  

Please don't hesitate to contact me if you wish to discuss this further.  

 

Yours sincerely  

 

 

Navjoyt Ladher  

nladher@bmj.com  

 

**IMPORTANT INFORMATION TO INCLUDE IN A RESUBMISSION**  

 

Instead of returning a signed licence or competing interest form, we require all authors to insert the 

following statements into the text version of their manuscript:  

 

Licence for Publication  

The Corresponding Author has the right to grant on behalf of all authors and does grant on behalf of all 

authors, an exclusive licence (or non exclusive for government employees) on a worldwide basis to the 

BMJ Publishing Group Ltd to permit this article (if accepted) to be published in BMJ and any other 

BMJPGL products and sublicences such use and exploit all subsidiary rights, as set out in our licence 

(http://group.bmj.com/products/journals/instructions-for-authors/licence-forms).  

 

Competing Interest  

Please see our policy and the unified Competing Interests form 

http://resources.bmj.com/bmj/authors/editorial-policies/competing-interests. Please state any 

competing interests if they exist, or make a no competing interests declaration.  

 

 

Reviewer(s)' Comments to Author:  

 

Reviewer: 1  

 

Recommendation:  

 

Comments:  

The processes behind access to new drugs is getting more and more complicated. As the authors point 

out, many countries now have institutions like PBS, NICE etc. It is probable that there has been a shift in 

the power balance beteween payers and drug industry. With increased professionalism among payers, 

substantial discounts are usually achieved in negotiations, as exemplified with NICE. However, 



negotiations take time and thats when "extracurricular" activities play a role. And we all know the "usual 

suspects" - drug industry, doctors (sometimes on the payroll of drug companies), patient organisations, 

politicians and media.  

There is abundant, but unsystematical, evidence that this really does make a difference. The present 

paper is a readable narrative,  but hardly adds new knowledge. It offers, in my opinion, naive solutions 

like "be alert to the discourse in which policymakers, clinicians and patients  are all embedded,..."  

In a time of limitless access to information, I suspect it is simply impossible to stem the tide of biased 

and incorrect information. I think the most important solution is that institutions like NICE are doing a 

good job and is respected, by patients and clinicians alike.  

As I have already said, the present paper is worthy of reading, but I am inclined to say that it does not 

merit publication in the BMJ, as it offers essentially no new knowledge and no innovative thoughts on 

how to solve the problem.  

  

 

Additional Questions:  

Please enter your name: Steinar Madsen  

 

Job Title: Medical director  

 

Institution: Norwegian Medicines Agency  

 

Reimbursement for attending a symposium?: No  

 

A fee for speaking?: No  

 

A fee for organising education?: No  

 

Funds for research?: No  

 

Funds for a member of staff?: No  

 

Fees for consulting?: No  

 

Have you in the past five years been employed by an organisation that may  

in any way gain or lose financially from the publication of this paper?: No  

 

Do you hold any stocks or shares in an organisation that may in any way  

gain or lose financially from the publication of this paper?: No  

 

If you have any competing interests <A 

HREF='http://www.bmj.com/about-bmj/resources-authors/forms-policies-and-checklists/declaration-co

mpeting-interests'target='_new'> (please see BMJ policy) </a>please declare them here:  

 

 

Reviewer: 2  

 

Recommendation:  

 

Comments:  

This is a very well written paper, timely addressing an important and complex issue, and which surely 

deserves publication in the BMJ. A few issues should be further considered/adjusted before publication:  

 

a) I fully agree that “when a medicine has not been registered and/or subsidised, this may not be a sign 

that the regulatory system is cumbersome or unfair but, rather, that that medicine has yet to be shown 

that it is safe, effective and/or cost-effective”. Nonetheless, I would suggest to separately address the 

issues of “lack of registration” and “lack of subsidization”, since the latter may be driven by factors 

related to the price-setting mechanisms, which are more and more controversial, in particular for new 

cancer medicines. If a medicine is not registered, there are doubts on its efficacy or safety. The non- 



subsidization, conversely, may be related to the financial constraints created by (not always clearly 

justified) high prices.  

 

In this respect, I also suggest to quickly mention the current debate on the lack of transparency of 

cancer mechanisms. See for instance “The Price of Drugs for Chronic Myeloid Leukemia (CML); A 

Reflection of the Unsustainable Prices of Cancer Drugs: From the Perspective of a Large Group of CML 

Experts. Blood 2013; doi:10.1182/blood-2013-03-490003”; “Makers of anticancer drugs are 

“profiteering,” say 100 specialists from around the world. BMJ 2013;346:f2810 doi: 

10.1136/bmj.f2810”; “In Support of a Patient-Driven Initiative and Petition to Lower the High Price of 

Cancer Drugs. Mayo Clinic Proceedings. August 2015 Volume 90, Issue 8, Pages 996–1000”.  

 

b) From the point of view of individual patients, especially if facing a deadly condition, what counts is 
“efficacy and safety”, while “cost-effectiveness” is relevant at societal level. In addition, it is fully 

understandable that terminally ill patients with no alternative than palliative cares may be determined to 

accept the risk of futile treatment (“better a try than nothing”) and thus self-expose to possible 

additional harm. We have witnessed such a situation during the recent Ebola outbreak in West Africa, 

when in addition the first ones to benefit from “accelerated access “ where expatriate humanitarian 

workers from the US and Europe. I would suggest that the paper explicit acknowledges that the attitude 

of these patients is fully understandable (vulnerability), which makes the regulators’ responsibility to 

protect even greater.  

 

c) The paper might look more balanced if some positive examples of accelerated access were also 

quoted. This would not weaken the overall message that “easing” accelerated access is dangerous, and 

that the decision to grant accelerated access should be based on a solid risk:benefit evaluation and not 

on emotional drivers.  

 

d) Reference 2 may be inappropriate to be quoted as negative example, because despite the title, the 

paper is quite detailed on the safety problems of idelalisib.  

 

e) I wonder (optional requirement) if it might be worthwhile to mention the current concerns about the 

attitude of the new US Administration vis-à-vis the US FDA (see 

https://www.statnews.com/2017/03/01/fda-trump-approval-process/ and others)  

 

d) It might be interesting (but not essential: optional requirement)) to shortly elaborate on the fact that 

such dilemmas are not exclusive to the developed world, but has recently arisen for instance in relation 

to the  Ebola outbreak in West Africa (with a few cases declared in the US and Spain). See for instance: 

“Upshur REG. Ebola Virus in West Africa: Waiting for the Owl of Minerva. Bioethical Inquiry. DOI 

10.1007/s11673-014-9580-x”, and the related WHO documents: “WHO (2014a). Ethical Considerations 

for Use of Unregistered Interventions for Ebola Viral Disease: Report of an Advisory Panel. Geneva: WHO 

Press.”; “WHO (2014b). Potential Ebola Therapies and Vaccines. Geneva: WHO Press.”; “WHO (2014c). 

Ethical Issues Related to Study Design for Trials on Therapeutics for Ebola Virus Disease, accessed 12 

August 2016  at 

http://apps.who.int/iris/bitstream/10665/137509/1/WHO_HIS_KER_GHE_14.2_eng.pdf?ua=1”.  

 

 

Additional Questions:  

Please enter your name: Raffaella Ravinetto  

 

Job Title: Senior researcher  

 

Institution: Institute Tropical Medicine Antwerp  

 

Reimbursement for attending a symposium?: No  

 

A fee for speaking?: No  

 

A fee for organising education?: No  

 



Funds for research?: No  

 

Funds for a member of staff?: No  

 

Fees for consulting?: No  

 

Have you in the past five years been employed by an organisation that may  

in any way gain or lose financially from the publication of this paper?: No  

 

Do you hold any stocks or shares in an organisation that may in any way  

gain or lose financially from the publication of this paper?: No  

 

If you have any competing interests <A 

HREF='http://www.bmj.com/about-bmj/resources-authors/forms-policies-and-checklists/declaration-co

mpeting-interests'target='_new'> (please see BMJ policy) </a>please declare them here: No competing 

interests to declare 

Date Sent: 

01-May-2017 

 


