Case 1:16-cv-11082-DJC Chiasma: Who Is Responsible? (Part 2!) 6/5/2019


To the Honorable Judge Denise J. Casper of the U. S. District Court, District of Massachusetts:

I am writing to the Court today in the matter of the Settlement Fairness Hearing for the Chiasma class-action lawsuit. I would like to identify seven items for consideration by the Court, as well as by the Lead Plaintiff's attorneys and Defendants' attorneys.
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Item 1: Settlement's Impact on Defendant Chiasma And Relevant Developments Since The Settlement Was Agreed To By Opposing Counsel
I) Impact on Defendant Chiasma

Defendant Chiasma is paying the entirety of the Settlement. In its 10-Q filed to the SEC on May 9th
, Chiasma stated that:

On March 14, 2019, the court issued an order of preliminary approval of the settlement. As a result of this settlement agreement, we have recorded a litigation settlement liability of $18.8 million as of December 31, 2018. Additionally, we have recorded a litigation insurance settlement recovery receivable of $18.3 million as of December 31, 2018 which represents the estimated insurance claim proceeds from our insurance carriers. We continue to believe this lawsuit is meritless and, to the extent the court does not approve a settlement, we intend to vigorously defend against it.

According to Chiasma's 10Q, Chiasma will ultimately pay a total of $462,000, after accounting for litigation insurance. There is no penalty whatsoever to pertinent Defendants, who pocketed millions of dollars in cash compensation with regards to management salaries. This is not even a slap on the wrist.

This calls into question at least two statements made by the Lead Plaintiff's attorneys:

a) Whether the negotiated settlement amount constituted a fair settlement based on the facts of the case, given that 97.536% of the Settlement is being paid by Chiasma's litigation insurance. It seems to me that it was instead based on how much Chiasma's litigation insurance would pay. Well, are we to believe that the closeness of the settlement to that of the litigation insurance amount was a giant coincidence, or that Chiasma has an extremely generous insurance policy that covers 97.536% of the lawsuit claim amount?

b) The following statement:

Defendants strongly defended this lawsuit with experienced attorneys, and consistently denied that they were liable in any respect.
This statement cannot be true at the same time as some other comments that Lead Plaintiff's attorneys have made. For example, a chunk of time was spent in this case discussing a procedural matter of the Lead Plaintiff initially incorrectly filing that he was owner of a hedge fund, rather than an account holder. The Lead Plaintiff's attorneys themselves blasted the multiple filings by Defendants' attorneys on this matter, and accused them of holding up litigation with superfluous contentions.

This was not an isolated case. The Defendants' attorneys, in my view, presented a hilariously insufficient and embarassing defense, and not a strong or vigorous defense, as claimed. As another example, they motioned to request Discovery regarding potentially understanding "lead plaintiff's knowledge before he invested", which partially is intended to ferret out whether the Lead Plaintiff somehow had insider information, which of course, is illegal. But most importantly, Defendants' attorneys absolutely know this is entirely irrelevant to the CLASS's knowledge, given that this is a Class Action lawsuit.

II) Chiasma's Stock Price and Recent Offering

There have been recent developments in Chiasma's financial situation. Lead Plaintiffs' attorneys have identified the question of recoverability as a risk in trial. That, in my understanding, extends to bankruptcy risk. Given the insurance settlement paid 97.536% of Chiasma's claim, just how much of a risk was this?

Even ignoring Chiasma's insurance entirely, recent developments have modified the level of that risk has changed significantly, and further call into question the timing and appropriateness of the settlement amount.

Chiasma's stock price was dormant in the ~$1.50-$2.50 range for two years since the CRL, until August 2018. This was, "incidentally", only a few weeks after settlement discussions began. And, only a couple days after the parties reached a settlement, the stock price began exploding, and is now at $7.20.

Only weeks after the initial settlement hearing, Chiasma effected a follow-on offering of at least $30,000,000 at $4.75 a share (which is, incidentally, almost exactly 70% lower than the IPO price); the stock price, as of 6/5/2019, stands at $7.20.

These developments are important, because in my view, the threat of a higher settlement amount or a negative verdict (against the Defendants) was likely a significant weight on the stock price. This is especially true now, as data from Chiasma's new Phase 3 trial is due to read out later this year. If it is successful (I believe that will likely be the case), the stock price could double, or more.

Any investors positioning themselves for a positive trial outcome scenario would not want an expensive post-data settlement cutting into the valuation of the company, or the potential price the company could get in a buyout by a large pharmaceutical company. This is frequently the situation after a small, cash-burning biotech company succeeds in a trial for a rare disease indication.

I would further suggest to the Court that in many cases, a cash settlement plus warrants to purchase shares was considered the equitable outcome; in this case, it would allow Class members to benefit from the success of the company.

My reasoning on this matter is that the efficacy of Chiasma's product was never in question, given Chiasma's data is real and accurate, but the way in which the company set about obtaining approval, (e.g.: potentially flaunting FDA warnings about the quality of its Phase 3 trial)  put that approval in grave jeopardy.

Warrants can also prevent situations where a company proceeds with quick settlement negotiations, where the other party (the Lead Plaintiff's attorneys) is eager to settle quickly and avoid ruinous trial costs (as I understand, those attorneys have amassed a significant sum in wages), without giving them the benefit of knowing that the company is about to obtain a significant amount of money from a follow-on offering.

Further, I have concerns as to whether Chiasma was directly pressured into a settlement by the major backers of the new $30,000,000 offering. If they were, it can further raise the questions of whether Chiasma was negotiating in good faith. Surely, if Lead Plaintiff's attorneys knew of the pending follow-on offering, they would have been more likely to settle for more than $18.75m.

($30,000,000, especially for a small company, does not appear overnight. The company was likely planning this for several months, yet proceeded with the offering mere weeks after the initial Settlement Hearing.)

The Court should obtain affidavits from Defendant Chiasma testifying as to whether the pending offering was being prepared before the Settlement motion was filed with the Court.

I believe that the Court should carefully consider and fully understand whether the settlement amount was appropriate and whether negotiations regarding the settlement amount were done in good faith by all three parties involved, given the points that I raised. If they were, then in that case I would have no other objection to the settlement amount proposed, given that the following other objections are resolved:

(1) the matter of endorsing untrue statements on their face,

(2) certain dates set by the Court,

(3) issues related to the sealing of certain Discovery documents, and

(4) the Plan of Allocation are resolved.

I shall address these in Items 2-7.
Item 2. The Primary Rationale For Refusing Dismissal of the Class-Action

On February 15, 2018, you (Judge Casper) submitted a memorandum and order denying the Defendants' motion to dismiss. As far as I understand, the two primary reasons are (1) the misleading conference call on November 15, 2015, in which Roni Mamluk stated that the FDA had raised, and that the company had addressed, multiple issues with the drug NDA ("no questions anymore"), which were later shown to have still existed after the CRL announcement, and (2) the FDA's requirement of US patients in a new trial.

I want to first address (2), for reasons that will be apparent in Item 4 of this letter.

Approximately two years ago, I wrote to you a letter regarding this case (Document #171). It concerned the rationale for why an investor could reasonably judge Chiasma stock investable and an FDA approval for their drug application as likely, given the existing publicly-known information. It also described the warning signs that should be investigated further in the Discovery phase of the litigation, given that a CRL did occur.

To clarify my first letter slightly, simply the FDA's requirement of having US patients is, by itself, reason enough to for the lawsuit to not be dismissed, because this is not a general requirement whatsoever. As far as I understand, you agreed.

Mechanistically:

When an application is sent to the FDA, it is first reviewed with a very broad brush. If it passes some very basic tests, the FDA "files" the application. If it does not, the FDA sends a Refuse To File
 letter to the company, as formalized under "SOPP 8404: Refusal to File Procedures". It states, in part, that:

RTF decisions are made on submissions that do not, on their face, contain information required under section 351 of the Public Health Service Act; the Federal Food, Drug, and Cosmetic Act (FD&C Act); or in the FDA regulations (e.g., § 601.2 for BLA and §314.50 for NDA). RTF decisions can therefore be based on findings such as:

2. Scientific incompleteness, such as omission of critical data, information or analyses needed to evaluate safety, purity and potency or provide adequate directions for use;
The fact that the company did not receive a Refuse to File letter from the FDA points to a very substantial likelihood that the application was, on its face, complete. This means that the FDA likely did not outright require US patients, and would have approved without such a requirement, if the data that the FDA saw was clear enough for approval.

But why is that important? In general, US patients are not any more special than patients outside the US. FDA reviewers do not make any decision based on whim; instead, they use laws, FDA rules, and FDA "guidance documents" to make decisions, correctly or incorrectly. In other words, the FDA did not ask for US-based patients in the CRL on a whim.

What biotech investors (and the FDA) know through experience is that conducting drug trials in less-developed countries tends to both be much cheaper
 and also carries with it higher risk of fraud or inability to follow the (sometimes very complex) trial conduct handbook, which can therefore lead to confusing or difficult-to-interpret trial results.

The above-cited document (FDA Perspective on International Clinical Trials) shows that FDA-regulated trials are being conducted more often outside the US (pages 8-9) as a result of lower trial costs (pages 15-16), among other items. This document affirms that the FDA is on board with ex-US trials, as long as they comport to the standards of GCP (Good Clinical Practice) and that the data can be validated through an onsite inspection (page 21).

It is therefore very possible that (given what we know about the FDA's new requirement of US patients), of 37 trial sites conducted
 in 13 countries, at least one was not validated through an onsite inspection. But, again, given the potential expense of doing so (on the FDA's part as well), and with the understanding that acromegaly was a rare disease (and therefore there would be few patients per trial site), this may not have been a significant issue until the full trial data was examined by the FDA. But since Class members (other than Lead Plaintiff's attorneys) are not currently privy to (at the very least) the full content of the FDA's Complete Response Letter, this is simply an educated guess.

Inherently, trials outside of the US will be harder for the FDA to monitor, as attested to in official FDA documents in 2009
 and 2014
. In countries where governance is weak, the amount of trust that can be placed in local institutions is correspondingly smaller. There is strong anecdotal evidence for trial conduct risk from non-US countries.
 

(This is a similar problem to that of quality issues with foreign-produced generic drugs
. According to Katherine Eban, "They [i.e.: some foreign drug manufacturers, not the Defendants] literally have data fabrication teams"
.)
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The Defendants claim that US patients were not enrolled, because in order for US patients to be enrolled, the FDA required six months of monkey toxicity data, while at the time, Chiasma only had three. OK. But, Chiasma could have waited another three months to begin enrolling US patients, but of course, they did not want to wait, as it would have also delayed the eventual IPO, and increased the cost of the Phase 3 trial.

In summary, the eventuality of the CRL in April 2016, combined with the requirement of having US patients in a new trial, in my view, alludes to the possibility that the data itself was suspect — although this may simply be a consequence of the very confusing way in which Chiasma's Phase 3 data is presented in its trial paper
.

Of course, it is also possible that the FDA may have stated plainly that the lack of US patients was something that it would take into account on review; however, investors have no way of knowing that, as this was not stated anywhere in or to the public.

On February 15, 2018, you wrote:

The Court will grant a motion to dismiss pursuant to Fed. R. Civ. P. 12(b)(6) if the complaint fails to plead sufficient facts that “state a claim to relief that is plausible on its face.” Bell Atl. Corp. v. Twombly, 550 U.S. 544, 570 (2007).
In my view, this is the appropriate standard for review, and the Court made the appropriate decision to deny the motion for dismissal due to the aforementioned two matters.

Item 3: The Assertion on November 18, 2015, by Roni Mamluk Is Not a Question of Interpretation

In your order on February 15, 2018, you wrote:

On the same call, Malmuk assured investors that Chiasma had addressed these FDA concerns and that there were “no question[s] any more” with respect to durability or the 505(b)(2) pathway. D. 30, ¶ 116. Malmuk stated that Chiasma had “a clear path forward with the FDA.”
In the Settlement agreement, the Defendants categorically deny all allegations against them. But, based on publicly available evidence, this is false on its face. How can the Defendants include such remarks in the Settlement Agreement?

I plead that, before the Settlement is approved by the Court, the Defendants' attorneys add a statement admitting to the allegation that Roni Mamluk lied, or at the very least, mis-stated the truth of the matter. Or, should this Court allow such items to be brushed aside, as if nothing happened, and allow this Defendant's reputation to stay 100% intact?

To me, it seems that the Defendant's statement is untrue on its face. The Court should not legitimately endorse this Settlement while simultaneously allowing factually untrue statements to be contained within it.

Item 4: Members of the Class Do Not Have Enough Evidence To Decide On What To Do; the June 6th Settlement Exclusion Deadline Is Insufficient

In the Court's letter to investors, the Court stated a date for Class members to be excluded from the settlement should be "on or before June 6, 2019". Given the specifics of this case, this date does not allow Class members to fully evaluate the merits of the settlement, versus filing a separate action against the Defendants. I plead to the Judge that in order for a just outcome to occur, the Court must rescind this deadline and place a new one.

The attorneys for the Lead Plaintiff have discussed a veritable mountain of thousands of Discovery documents, emails, etc. that they went through before arriving at a settlement. The Defendants requested, for obvious reasons, and the Lead Plaintiff's attorneys agreed, likely on the basis of expediency, to grant a blanket seal on all Discovery documents. This is overly broad (as I will explain) and impedes the ability of members of the class to make a judgement on the reasonableness of the proposed settlement.

The entire case hinges on the revelations of the CRL in April of 2016, which caused the price to immediately fall to under $4 a share from over $10 a share. As claimed by the Lead Plaintiff's attorneys, this was the culmination of a set of omissions and (charitably) mis-statements by certain Defendants.

Additionally, as I wrote in my letter to you in 2017, there are multiple avenues of investigation, the results of which could have been possibly determined in Discovery:

1) Whether the company omitted any warnings from the FDA about not having US patients.

2) The specific nature of the FDA's concerns, with the trial design and data, before the submission of the NDA, either in a official post-Phase 3 meeting or in a pre-Phase 3 meeting. In other words, the official meeting minutes (which exist) — which are, incidentally, normally not subject to a FOIA request, because meeting minutes are considered confidential under current FDA regulations and applicable laws, as well as any letters between the FDA and the company during the application phase, which could have been material to investors.

(As an example of regulatory updates that had a material effect for shareholders, I submit to the Court TherapeuticsMD's press release
 on April 10, 2017, which identified that the FDA identified deficiencies that would preclude approval. The company received a CRL several days later. The same thing happened with Antares Pharma on its Xyosted product on October 12, 2017
; I recall that the company even published the official FDA communication/email.)

3) The CRL has led to questions about whether the Defendants falsified their statements regarding communications with Roche, and the reasons for Roche's withdrawal from their agreement; the Lead Plaintiff's attorneys did in fact review these communications, and know the truth.

4) The Plaintiffs also subpoenaed thestreet.com, because days before the CRL, an anonymous "investor" appeared, sharing with a thestreet.com employee reasons why Chiasma would receive a CRL. That employee later published this, and kept this "investor" anonymous.

This is not in any way standard operating procedure on thestreet.com, or even for that employee. Normally (as had been done hundreds of times by this particular vociferous employee), such matters would be directly communicated as an opinion by this employee via an opinion piece on thestreet.com, Twitter, etc.

Thus, this unusual circumstance points to the possibility that the "investor" may have been an insider with a guilty conscience, etcetera. If documents relating to this thestreet.com issue are unsealed, Class members may find an additional Defendant other than those listed in the lawsuit. Since all sealed information is available to federal prosecutors, the SEC, etc., keeping this information is not an "obstruction of justice" in the legal sense, but it is in a more common understanding of the concept.

I believe that the Defendants' attorneys have no conceivable cause for objection on this particular matter.

5) According to Chiasma's July 2015 prospectus
, Chiasma's CEO (both then and in April of 2016) was described as such:

...We believe Mr. Leuchtenberger’s position as our President and Chief Executive Officer as well as his extensive experience in commercial operations, business development and preparing biopharmaceuticals companies for product approval and commercialization make him a critical member of our board of directors.
What the prospectus left out is, as I related in my letter to you in 2017, that Mr. Leuchtenberger frequently hops around executive positions, but this does not make him qualified; he was CEO of another company, Targanta Therapeutics, from 2007-2009. But after an FDA CRL in 2008, the stock dropped to $1.34 a share (from $2.25 the previous day), and investors suffered (at best) a 63% loss when the company was sold at $2 a share (plus $1.70 in contingent value rights) — the IPO was priced at $10 a share.
Mr. Leuchtenberger's tenure at Chiasma was marked not just by the CRL, but the amount of money he, the Board, and other senior executives had spent building up the marketing department to sell the drug, assuming an approval. This was, of course, an immense waste of resources, and compounded by the fact that the company laid off its marketing department two months after
 it was abundantly apparent it would no longer be needed.

Of course, the competency of management is typically an issue of investor judgement and not a matter for the courts. Given the CRL, however, it shone new light into Mr. Leuchtenberger's perhaps very coincidentally unfortunate past as CEO of other small companies.

Class members simply do not know if Mr. Leuchtenberger was chosen as a "patsy" in a conspiracy to mislead investors in order to siphon investor money via an IPO, despite the high likelihood of a CRL from the FDA. A release of communications related specifically to the decision-making process of hiring Mr. Leuchtenberger would make that apparent.

6) The exact contents of the CRL itself is pertinent, which, like meeting minutes, is not grantable under FOIA. The company and/or Defendants may claim "trade secrets" are included in the full CRL, which is specious, at best. If so, Defendants should employ a neutral 3rd party to black out any such "trade secrets". Not providing the contents of the CRL, which is eminently relevant to establishing the level of Defendants' guilt, would be a miscarriage of justice and, again, reduce the ability of Class members in evaluating the appropriateness of the Settlement.

In summary:

a) There are four groups of documents that should be unsealed:

1) FDA communications: All official meeting minutes and communications from the FDA post-NDA-submission, as well as the CRL.

2) Roche communications: All communications between company management and directors with Roche regarding Roche's withdrawal from their agreement with Chiasma.

3) Thestreet.com: TheStreet.com's responses to lead Plaintiff's attorneys' subpoena.

4) Internal company communications regarding the reasoning for hiring Mr. Leuchtenberger as CEO.

The Defendants can and most likely will claim that (#1), (#2) and (#4) would reveal "trade secrets", but these claims are really not grounded in any kind of reality (there are simply no trade secrets here to protect), and can in any event be handled by employing a neutral third party to black out any such "trade secrets". On the other hand, these documents would provide information to investors in the Class as to whether the Settlement is reasonable, and open up potential avenues of investigation of additional wrongdoing by other currently undiscovered parties (#3).

b) Further, even though federal prosecutors and the SEC can obtain these documents at will, we cannot expect that the SEC will scrutinize every class action case for potential wrongdoing. Unsealing these documents may paint an obvious picture for the SEC as to certain Defendants' misconduct.

c) Yet further, I must re-iterate that, after the Settlement was put in place, Chiasma's stock price, unencumbered by a more severe Settlement or continuing lawsuit, and with a second Phase 3 due to read out later this year, shot up and was buttressed by a follow-on offering on March 28, 2019
, which raised at least $30 million, at a price of $4.75 a share. Currently, the price sits at over $7.00 a share, which is up 200-300% from its price in 2018, 2017, and much of 2016.

This is also very important to note because continuing malfeasance on the part of the Defendants that the public is not aware of would support further litigation under the Securities Act of 1934 (due to the follow-on offering).

Defendants' attorneys are also at risk because they must know (well they certainly do now) about this follow-on offering, and if sealing the documents hides any untrue statements within the prospectus for the follow-on, it is my opinion that may become civilly and criminally liable themselves.

In summary, it is my belief that if the unsealing of the four groups of aformentioned documents is not carried out, and the Class exclusion deadline is not rescinded and replaced, the Court would allow injustice to be perpetrated upon the Class members.

Item 5. The Plan of Allocation is Not Fair or Just

I believe that the Plan of Allocation is not fair and not just whatsoever.

First, I must identify that the Settlement specifically states, in no uncertain terms, that the Plan of Allocation be handled exclusively by the Lead Plaintiff's attorneys, and that the Defendants have no say or interest in it.

Consequently, the Defendants have no legal case for withdrawing from the Settlement should the Plan of Allocation be modified by the Lead Plaintiff's attorneys in consultation with the Court; Defendants explicitly can have no objection whatsoever in this area.

Lead Plaintiff's attorneys, in a courtesy call, explained to me that the Plan of Allocation is both statutory and because of its broad nature, allowed for such a "high" compensation of the $18.75m in question.

But, assuming for a moment that it is statutory (by what statute?), it does not make it legal or just. I'll address these in turn.

Why This Plan Of Allocation Is Not Fair or Just

The reason why the litigation was initiated, why you ruled for it to go forward, and why the Settlement was made, arises from the FDA's refusal to approve Chiasma's oral octreotide formulation: in other words, the CRL. The CRL happened on a specific date. There is no reason and zero evidence to believe that the public was aware of any information whatsoever that the FDA intended to reject the application. In fact, Chiasma's stock price between the IPO and the CRL was very strongly correlated with broad biotech indexes such as IBB:

For example, IBB peaked on approximately mid-July 2015, at ~$132.53 a share. By mid-February, IBB was trading at ~83.73 a share, a decline of 37%. This decline was sparked by rhetoric from politicians such as Hillary Clinton's well-documented tweet in September 2015
. More speculative stocks such as Chiasma tend to have a high beta
, or multiple compared to the percent change of the broader index. It is therefore not surprising that its stock, along with thousands of other small biotechs, was crushed during this time, declining from $20 in mid-July 2015 to ~$10.52 by mid-February 2016, a decline of 47.4%.

The Settlement is intended to compensate Class members who suffered a material loss due to mis-statements arising from the IPO which only became clearly false on the reporting of CRL by management at that time. Therefore, there is simply no plausible reason why someone who traded Chiasma's stock (bought and fully sold it) on a random day before the CRL would have any claim to this Settlement. And further, there is no reason, plausible or implausible, that anyone who bought new shares and then sold them for a loss AFTER the CRL was announced would have a claim.

The Settlement provides for a specific amount of damages and then identifies a percent of recovery for the Class. However, contrary to Lead Plaintiff's assertions, this is simply not calculable.

I would like to provide a brief example to illustrate this problem:

Let us suppose that on the week preceding the CRL, 30% of Chiasma stock was traded, and 30% of shares (owned by certain traders) lost an average of $0.30 each, while another 30% gained $0.30 each and 40% broke even. This means that the 30% of shares that lost 30 cents each would qualify for a portion of the settlement award. Given that there were 24,000,000 shares outstanding, this represents a $2.16m loss, which is already ~16% of the award, after giving Lead Plaintiff's attorneys a 30% cut. And the volume of trading preceding the CRL was very high. Generally speaking, given a large enough base of investors and traders, we are looking at measuring the volatility of a stock in calculating rough TOTAL losses under the current Plan of Allocation!

And in my view, the shares so "damaged" would be much higher than the number of shares outstanding. On April 18 alone, I believe 12 million shares traded hands, which was half the issued shares at the time. The only way that Lead Plaintiff's attorneys (or their paid experts) could accurately calculate damages based on the current Plan of Allocation is if they knew exactly who traded shares, and in what amount, starting from the IPO and through the filing of the lawsuit — and this would also have to resolve multiple account ownership as well!

It is simply not physically possible to calculate total damages using the current Plan of Allocation.

Why This Plan of Allocation Is Not Based On Statutory Damages

Lead Plaintiff's attorneys have stated to me that this case was brought under the Securities Act of 1933. I shall use the House Office of the Legislative Counsel's version of the Act
 to explain why this Plan of Allocation not only is not fair or just, but cannot be reasonably based on the law, as it is written.

A) IN GENERAL.—Subject to paragraph (2), a person who purchases a security in a transaction exempted by the provisions of section 4(6) may bring an action against an issuer described in paragraph (2), either at law or in equity in any court of competent jurisdiction, to recover the consideration paid for such security with interest thereon, less the amount of any income received thereon, upon the tender of such security, or for damages if such person no longer owns the security.

The first question is whether we can reasonably assume that a person who purchases a security from the initial owner has the same rights and protections as the initial owner. Given that the same information is available to both parties in such a transaction, it makes logical sense that they do.

It is possible that this Court (and others) has previously acted in the belief that "or for damages if such person no longer owns the security" means that somehow the sale of securities does not fully transfer all the rights and protections of the law to the new owner, and although this apparently has precedent in similar securities litigation settlements, it has no basis in common law.

The Lead Plaintiff's attorneys are likely using 11(e) as a basis for their Plan of Allocation. It states that:

(e) The suit authorized under subsection (a) may be to recover such damages as shall represent the difference between the amount paid for the security (not exceeding the price at which the security was offered to the public) and (1) the value thereof as of the time such suit was brought, or (2) the price at which such security shall have been disposed of in the market before suit, or (3) the price at which such security shall have been disposed of after suit but before judgment if such damages shall be less than the damages representing the difference between the amount paid for the security (not exceeding the price at which the security was offered to the public) and the value thereof as of the time such suit was brought: Provided, That if the defendant proves that any portion or all of such damages represents other than the depreciation in value of such security resulting from such part of the registration statement, with respect to which his liability is asserted, not being true or omitting to state a material fact required to be stated therein or necessary to make the statements therein not misleading, such portion of or all such damages shall not be recoverable. In no event shall any underwriter (unless such underwriter shall have knowingly received from the issuer for acting as an underwriter some benefit, directly or indirectly, in which all other underwriters similarly situated did not share in proportion to their respective interests in the underwriting) be liable in any suit or as a consequence of suits authorized under subsection (a) for damages in excess of the total price at which the securities underwritten by him and distributed to the public were offered to the public. In any suit under this or any other section of this title the court may, in its discretion, require an undertaking for the payment of the costs of such suit, including reasonable attorney’s fees, and if judgment shall be rendered against a party litigant, upon the motion of the other party litigant, such costs may be assessed in favor of such party litigant (whether or not such undertaking has been required) if the court believes the suit or the defense to have been without merit, in an amount sufficient to reimburse him for the reasonable expenses incurred by him, in connection with such suit, such costs to be taxed in the manner usually provided for taxing of costs in the court in which the suit was heard.

1) This section identifies maximum and theoretical damages that a jury may levy, not actual amounts provided in a Settlement contract.

2) At critical issue is when damages were incurred. We can construct a hypothetical scenario where damages were incurred at several points between the IPO and the filing of the lawsuit, but this is simply not the case in this situation. The damages were incurred only at one point, and so shareholders who sold before they were incurred or bought after they were incurred have no legal or logical basis for a claim under 11(e) — were this case brought to a conclusion by a jury's decision.

The damages were only incurred by those shareholders who held shares through the CRL, and no one else. I challenge the Lead Plaintiff's attorneys to provide a scintilla of evidence otherwise.

3) Let us assume that we were to read section 11(e) without the benefit of knowing the simple logic of the Chiasma case. Why are Class members not receiving the full amount of the damages so listed in 11(e)? Because, of course, this is a Settlement contract, where both parties' attorneys have agreed on an amount, and have also agreed that the Lead Plaintiff's attorneys have full control of the Plan of Allocation.

While the mediator may have used the Securities Act of 1933 as a basis for establishing a damage amount, the only specifics related to allocation or damages calculation relates to the provision that the Lead Plaintiff is entitled to not more or less than any other member of the class should they have owned the same amount of shares, in addition to reasonable costs and expenses, which in this case is requested at $10,000.

Secondly, once again, the Lead Plaintiff's attorneys construct the amount of damages of each share within the framework of 11(e), but without considering the specifics of the case whatsoever. Here they are:

a) For shares sold or acquired between July 15, 2015, and at the close of trading on June 9, 2016, either $16 minus the sale price or the purchase price minus the sale price.

b) For shares sold after June 9, 2016, or held, the purchase price minus $3.14 a share.
There is no legal basis, other than precedent, for constructing these amounts in this fashion. And, once again, this is a Settlement contract, not a jury verdict.

Depreciation

Also contained within 11(e) is consideration for depreciation in value of the stock for any issues arising other than misleading/false statements by the Defendants. This, on the other hand, Lead Plaintiff's attorneys ignore or do not account for.

As I identified previously, Chiasma's common stock suffered significant depreciation between its IPO and right before the CRL: that is, the entire amount of the price difference between those dates (~$6): it can be reasonably shown to be a result of market dynamics such as the biotech market crash during that time. Conversely, there is no evidence whatsoever (at present) to support a slowly-leaked CRL or anything of that nature. In fact, the Plaintiff's attorneys themselves admit that during the November 2015 conference call, the stock did not drop any appreciable amount after the Defendants' alleged false and misleading statements to investors.

Let us suppose, however, that there was no biotech market crash, and Chiasma's stock price did drop slowly after the November conference call to account for the increased uncertainty of approval. In that case, arguably, those who held their shares even as the rest of the market was betting against them should be compensated more for the difference versus those who bought later, perhaps on a linear scale. But the biotech market did crash, and, again, Lead Plaintiff's attorneys did assert as a primary case against dismissal that the stock was not damaged with the November conference call.

For this reason, the recoverable damages should exactly equal the IPO price minus the depreciation of each share, minus the price difference on the CRL, or in other words, each share damaged should be counted exactly the same way.

Similar Settlement As Proposed Here

The Clovis securities litigation case (Case 1:15-cv-02546-RM-MEH) was settled
 in the District of Colorado under similar terms in the Plan of Allocation as what I proposed with respect to the fact that once a "price depreciation" had occured, only then were damages calculated, and not before. It was filed under the Securities Acts of 1933 and 1934.

In the Clovis case, it was alleged that Defendants' false statements created an artificial inflation of the price of the stock. In the Chiasma case, Defendants' alleged false statements (written, in the prospectus, and orally stated, in conference calls) not just created artificial inflation, but arguably created the conditions for an IPO -- without any reasonable assurance that Chiasma's drug would be approved, the value of Chiasma's IPO would have been much smaller (if the underwriters would have ever agreed to do it) than it was.

Conclusion

The Court should direct that the Lead Plaintiff's attorneys should amend the Settlement's Plan of Allocation to bar any losses that occured except as a direct result of the CRL. Shares sold before the CRL (including in after-hours trading on that Friday) or bought after the CRL (including in pre-market on the Monday after the CRL) should be barred from claiming any benefit from the Settlement.

Additionally, the loss calculation should not be based on $16 minus a market assessment of the price that a Class member sold the stock at (or the price it was trading at the lawsuit filing time), because, once again, the market loss would have been the difference between the close before the CRL and the open after the CRL. Any price fluctuation from $16 to ~$10 was not produced as a result of any knowledge about the upcoming CRL.

Therefore, each share's damages should be exactly equal, regardless of the price the share was bought at or the price it was sold at, as long as it was bought before the CRL and kept until the CRL event to actually sustain the loss.

Should the Court or Lead Plaintiff's attorneys refuse to modify the Plan of Allocation in accordance with this very sensible modification, this is yet another reason why the Settlement's exclusion date should be moved until some time after this very significant and eminently tangible issue is resolved by the Court.

Item 6: On The Lead Plaintiff's Attorneys' Request For A 30% Fee

Provisionally, I support the Lead Plaintiff's attorneys' request for a 30% fee. This is based on on the following:

(1): That we have no way to judge the quality of the representation of the Class other than precedent and outcome, which, as asserted by Lead Plaintiff's attorneys, is ~20% recovery of damages.

(2): That, although as discussed in the previous Item, there is no mathematically feasible way to calculate damages under the current Plan of Allocation, I've independently assessed the damages, and I calculated roughly similar damages as the Lead Plaintiff's attorneys.

It is therefore reasonable to conclude that the Lead Plaintiff's request for a 30% fee should be granted, but only after either an unsealed, logical, and court-approved explanation for why their estimate of damages is "20%" under the current Plan of Allocation (and not produced out of thin air), or after modification of the Plan of Allocation as stated in the previous items. As I've stated, I don't believe there is any way to legitimately calculate 20% under the current Plan of Allocation.

Item 7: The Settlement Approval Timeline Can Be Preserved

1) As noted earlier, the Defendants' attorneys explicitly agreed in their contract with the lead Plaintiff's attorneys that the Plan of Allocation would entirely be the responsibility of the Plaintiff's attorneys. The Defendants have no legal cause for objection to any changes in the Plan of Allocation: it is entirely under the Lead Plaintiff's attorneys purview. Therefore, given that they agree to make the changes specified in this letter before the Settlement Fairness Hearing, there would be no delay in the Settlement timeline.

2) Except with respect to the arguably provably false statements that the Defendants' attorneys would be entering into the record, my request for an unsealing of the documents in order for Class members to better assess the quality of the Settlement is, in fact, unrelated to the Settlement terms, or the timing of its fulfillment.

Thank you,

Michael Romanovsky

-----------------------------------------------------------------------------------------------------------------------------

This letter will be copied to the four lead attorneys mentioned in the letter to the Class to the addresses identified in the Court notice.

The court notice states that "Objections must be received by the Court and counsel for the Settling Parties on or Before June 6, 2019". The approved court order is inconsistent with the notice, however, and states that objections should be sent by First Class Mail, no later than June 6, 2019. In order to accomodate both instructions, and as a courtesy to attorneys, the Court and relevant attorneys will be sent both electronic copies and paper copies, on June 6, 2019, as listed below. This shall also constitute Proof of Service. Proof of membership in the Class is not stipulated as a requirement to be sent to attorneys in the case, and will only be sent to the Court.

Ellen Guskioff Stewart / Robbins Geller Rudman & Down LLP (https://www.rgrdlaw.com/attorneys-Ellen-Gusikoff-Stewart.html)

elleng@rgrdlaw.com
Michael I. Fistel, Jr. / Johnson Fistel, LLP (https://www.johnsonfistel.com/teammate/michael-fistel-jr/)

michaelF@JohnsonFistel.com
Deborah S. Birnbach / Goodwin Procter LLP (https://www.goodwinlaw.com/professionals/b/birnbach-deborah)

dbirnbach@goodwinlaw.com
Adam S. Hakki / Shearman & Sterling LLP (https://www.shearman.com/people/h/hakki-adam)

ahakki@shearman.com
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� See supplementary data at � HYPERLINK "https://academic.oup.com/jcem/article/100/4/1699/2815147" \l "supplementary-data" �https://academic.oup.com/jcem/article/100/4/1699/2815147#supplementary-data�.


� � HYPERLINK "https://oig.hhs.gov/oei/reports/oei-01-00-00190.pdf" �https://oig.hhs.gov/oei/reports/oei-01-00-00190.pdf�: see e.g., pages 13 & 14.
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