BuyersStrike!

It Was Dark Over Westphalia

What Other Disease Won't Cytodyn Be Curing Today? (CYDY)

For years now, everyone’s favorite reverse-merger pink sheet Coronacrapper, Cytodyn (CYDY), has been hyping up the potential for its only product,
affectionately referred to as Joserlimab (httpe://buyersstrike wordpress.com/2020/08/28/but-teh-science-be-so-gud-part-1-a-brief-history-of-loserlimab-
cydy/f), as a treatment for Graft versus Host Disease (GvHD), And as with all things Cytoedyn, this has been only a string of ridiculous hype and broken
promises.

The statuis of the GvHD trial is one of the topics in the company’s upcoming webcast {https:/fwww.cytodyn.com/investors/news-events/press-
releases/detail/494/cytodyn-to-hold-webcast-on-january-6-to-provide-timelines) on January 6, 2021:

1) BLA submissions to Health Canada, MHRA, EMA, and US FDA
2} HIV prevention trial/monotherapy trial
3} Potential revenue from HIV and manufacturing forecast

4} HIV Cure - amfAR

)
)
)
)
5} EUA submission timelines to same four agencies for COVID-19
6) Long-hauler clinical trial and potential data readout timelines

7) NASH trial and potential interim analysis timeline

8) Cancer trial Breakthrough Therapy designation potential timelines
9) GVHD trial status

10) Stroke/MS new trials in 2021

11} NASDAQ uplisting status
{hitps://buyersstrike.files. wordpress.com/2020/12 jané-confealltopics,png)

(It should alsc be noted that there is no mention of the Philippines in this list, which is odd considering all of the hype in recent months. Unless, of course,
one knows that all of that hype was easily disproven nonsense (hitps:/buyerssirike word pregs.com/2020/12/29/which-country-will- not-be-granting -
cytodyn-an-eua-anytime-soon-cydy/).]

As a preview of next week’s circus, let’s take a look at the history of the GVHD trial, and where it actually stands today.

Ag eatly as Fall 2015 the company began to hype tp GvHD as a potential indication. Press releases (hitps://www.cytodyn.com/mewsroom/press-
releases/detail/212/cytodyn-files-an-ind-and-full-protocol-for-phase-2-study-in)were issued in October 2015:



CytoDyn Files an IND and Full Protocol for Phase 2
Study in GvHD

Qctober 20,2015 6:30am EDT 3 pownload as PDF

Orphan Drug Designation Application to be Filed

VANCOUVER, Wash,, Oct, 20, 2015 (GLOBE NEWSWIRE} -- CytoRyn Inc. (OTCQB:CYDY), a biotechnology
company focused on the development of new therapies for combating human immunodeficiency virus
(HIV) infection, today announced that recent Company research has produced data to expand the
potential clinical indications for PRO 140 for autoimmutne diseases. Accordingly, the Company recently
filed with the FDA a new IND (Investigational New Drug) application and a full protocol for a Phase 2
clinical trial. Furthermore, CytoDyn intends to file for Orphan Drug Designation for a Graft versus Host
Disease ("GvHD") indication for patients requiring bone marrow transplants in the near future. CytoDyn
(hitps://buyersstrike.files. wordpress.com/2020/12/oct15-gvhd.png),

And in mid December 2015 (htips://www.cytodyn.com/newsroom/press-releases/detail/217/cytodyn-receives-fda-clearance-for-its-first-non-hiv};

CytoDyn Receives FDA Clearance for Its First Non-HIV
Indication for PRO 140

December 14, 2015 §:30am ET [} pownload as POF

Phase 2 Protocol for a Transplantation Indication
Cleared for Patient Enrollment

VANCOUVER, Wash,, Dec, 14,2015 (GLOBE NEWSWIRE) ~- CytoRyn Inc., (OTCQB:CYDY), a biotechnology

company focused on the development of new therapies for combating human immunadeficiency virus

{HIV} infection, today announced that it has been cleared by the FDA to conduct a Phase 2 trial for Graft

versys Host Disease (GvHD), which is a life-threatening complication for patients undergoing stem cell

transplants. CytoDyn currently is conducting a Phase 3 pivotal trial with its lead product candidate,
(hitps://buyersstrike.files. wordpress.com/2020/12/decl5-1-gvhd.png),

Interestingly, back in 2015 the company used the proper language. The FDA never “approves” studies, they only “clear” them. Another press release

(https://www.cytodyn.com/newsroom/press-releases/detail/219/cytodyn-files-for-orphan-drug-designation-for-use-of-pro) appears in late December
20156:




CytoDyn Files for Orphan Drug Designation for Use of
PRO 140 in Graft Versus Host Disease

December 22, 2015 Bi30am EST 1Y pownload as PDF

Phase 2 Protocol Has Been Cleared by the FDA for
Enrollment

VANCOUVER, Wash., Dec, 22, 2015 (GLOBE NEWSWIRE) - CytoDyn inc, (OTCQB:CYDY), a biotechnology
company focused on the development of new therapies for combating human immunodeficiency virus
{HWV) infection, today announced that it has filed for Orphan Drug Designation with the FDA for its first
non-HIV indication, Graft versus Host Disease (GvHD). CytoDyn currently is conducting a Phase 3 pivotal
trial with its lead product candidate, PRO 140, for the treatment of HIV infection.

(htips://buyersstrike files. wordpress.com/2020/12/dec15-2-gvhd.png),

Yet, in typical Cytodyn fashion, it took The NaDDir* and his klown krew a full four months, mid-April of 2016, to actually launch the study. You can
look up the trial information for yourself, at the Clinicaltrials. gov {(hitps:/clinjcaltrials.gov/ct2/show/NCT02737306) website, but here is the relevant
section: )

ClinicalTrials.gov Identifier: NCT02737308

Recruitment Staius € : Unknown
Verified August 2048 by CytoDyn, inc.. _(https://buyersstrike files. wordpress.com/2020/12/april16-gvhd png),
Recruitment status was: Recruiting
¢ First Posted @ April 13,2016 -
Last Updéte Posted £ : August 15, 2018

1t took them 13 more months to finally find and treat a patient, in mid-May 2017. The company issued a press release
(https:/fwww.cytodyn.com/newsroom/press-releases/detail/259/cytodyn-treats-first-patient-with-pro-14{-in-phase-2-trial) stating:

CytoDyn Treats First Patient with PRO 140 in Phase 2
Trial for Graft versus Host Disease

May 17, 2017 6:00am EDT (1 pownload as PDF

VANCOUVER, Washington, May 17, 2017 (GLOBE NEWSWIRE) -~ CytoDyn Inc, {OTC,QB:CYDY), a
biotechnology company focused on the development of new therapies for combating human
immunodeficiency virus (HIV) infection, announces the treatment of the first patient in its Phase 2

clinical trial for Graft versus Host Disease (GyHDY}, its leading immunolaogic indication for PRO 140.

(hitps://buyersstrike.files. wordpress.com/2020/12/mayl7-gvhd.png),

After that, the company was relatively silent about the indication, with the exception of two late 2017 press releases about routine paperwork submissions

and trumpefing animal data (https://www cytedyn.com/newsroom/press-releases/detail/269/cytodyns-pro-14C-menoclonal-antibody-prevents),
{Cytodyn’s behavior around their HIV PrEP study in Thailand follows a similar pattern, big announcements of human trials then nothing but hype
around animal data by an outside scientist to hide the fact that the PrEP study never even happened!]

In March 2018, after an interim analysis, the trial was massively modified. You can read the company’s press release about it here

The press release was scant on details, there was no mention of what the interim analysis actually showed, although we can make some educated guesses
based upon the modifications. Naturally, the press release doesn’t mention those specifically, the actual changes could only be found by digging on the

clinicaltrials.gov (https://clinicaltrials.gov/ct2 history/NCTO27373067 A=1&B=4&C=Side-by-Side#StudyPageTop) webstte.
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Instead of a proper randomized, controlled, trial the study would now became an open label, unblinded, unrandomized, single arm, collection of
anecdotes.
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The placebo arm disappears, and the dosage of loserlimab (https:/buyersstrike. wordpress.com/2020/08/28/but-teh-science-be-so-gud-part-1-a-brief-
histoty-of-losetlimab-cydy/) given in the study would increase from 2 injections of 175mg, which would total to 350mg of the drug, to 525mg of

losexrlimab.
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Older, presumably sicker, patients were now being excluded:

Ellglbllity -
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Sex: Al Al
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All of this suggests that the 350mg dose was utterly ineffective against placebo, so much so that a new, much higher, dose was selected, and the placebo
group eliminated to avoid another embarrassment. The modifications were finally accepted in August 2018, and enrollment was able to continue.

It took another 19 months, (a full 24 months after the interim analysis) for Cytodyn to finally treat another GvHD patient (keep in mind this delay was
before the convenient excuse of Covid-19 could possible come up.} The company announced (https://www.cytodyn.com/mewsroom/press-
releases/delail/390/cytodyn-treats-first-patient-with-leronlimab-in-phase-2) in a March 2020 trial update press release:

CytoDyn Treats First Patient with Leronlimab in Phase
2 Trial for GVHD under Modified Trial Protocol

March 04, 2020 6:00am EST Y pownload as PDF

VANCOUVER, Washington, March 04, 2020 (GLOBE NEWSWIRE) - CytoDyn Inc. (OTC.QB: CYDY),
{“CytoDyn” or the *Company"), a 1ate-stage hiotechnology company developing leronlimab (PRO 140¢),
a CCR5 antagonist with the potential for multiple therapeutic indications, announced today the
treatment of the first patient in its Phase 2 clinical trial for graft-versus-host disease (GvHD) under the
modified trial protocol.

(hitps://buyersstrike files. word press.com/2020/12/mar?(-gvhd trialupdate. png)

Throughout 2020 the company continued talking about the indication. Here are some slides from the most recent (October 2020) corporate presentation,

available on Cytondyn’s website (https://d1io3yoglouxS.cloudfront.net/ Yb9e008c4a76d4778200dbb231eb2204/cytodyn/db/193/2912/pdfiCytoDyn+-
tinvestortPresentation Updated:+10-14-2020+%28(inal%29.pdf).
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And the company went into greater detail here:

Potential role of leronlimab in
“Lenger follow-up reveals ¢ sustained reduction in acute 1) irieidenee in maravicoe-treated patients vompared with the coitrol cohm,
witha slmngareﬂecl on visceral v skin GVED sl imporlanilylm ndverse iimpact on diseass relapsé; mi‘cmaﬂs arim&mn tecnv‘.ry . i
. Thus, these data 2dd furiher support st CCRS bldckade protects against GVHEL ' . )
¥ . J]EE?: Sy, m.bl rilinnih, nov]pmclm!mics.'l’MC)j]dSl 3y . " .
: " Tmpormmly, although CCRS deficiency affeels lymphocyte Lenifieiing o furgel iissues, T cells wold still be able to recopitize pathogon-
‘[ derived antigensd Furtheomore, humans wnlh CCRS defi icicney are not grassly suzeeplible 1o infections, and i fact, we observed no
increase in infection rate with maravieos in our slm!y This suggesls that maryirac ean dampcn niloreactive T-cell sesponses while nol
impairing 1rn|nuuu)r agamst mfcct[ons » .
Iipss | -
*CCRS i a mari«:r fcu- GVIID effector eells @nd that CCRS‘“T «¢lls are active pﬂmcip&ms in the palhugencsts of lmmnn geute GVHIL?

hitpesffwwwachi, nlmmh gm!pmc!amcles!l‘M(‘.SlE’]H o o : t

GvHD (Graft vs. Host Disease)

] “FDA granted Orphan onig. Designatlon (ODD)

*- Xeno-GeHD Human BM transplanted. into Immuna- Deflclent mlce
studfwns published In peenceviewed pubtication:” ~ -
-"Blology of 8load und Marrow ﬁamprunralfun

s Contied
R0 A

Phase 2 trial initlated i '
rotocal for Phase 2 trial rer,ewed !RB approval

GVHD (Phase 2)~ Need 5 patlents in this open label trlal Wlth very pesitive results we £an apply for breakihrough designation
_— EETN

Orphan Drug, E)eslgnanon '

(https://buyersstrike.files. wordpress.com/2020/12/oct presgvhdshde png)

And throughout the year at the bottom of virtually every one of CYDY's multitude (over 120 year to date) of press releases was this little blurb buried in
the boilerplate: .

The CCR5 receptor appaars to play a central role in modulating immune cell trafficking to sites of
inflampation. 1t may be crucial in the development of acute graft-versus-host disease (GVvHD) and
other inflammatory conditions, Clinical studies by others further support the concent that blocking
CCR5 using a chemical inhibitor can reduce the clinical impact of acute GvHD without significantly
affecting the engraftment of transplanted bone marrow stem cells. CytoDyn is currently conducting a
Phase 2 clinical study with leronlimab to support further the concept that the CCRS receptor on
engrafted cells is critical for the development of acute GvHD, blocking the CCR5 receptor from
recognizing specific immune signaling molecules is a viable approach to mitigating acute GvHD. The

FDA has granted orphan drug designation to leronlimab for the prevention of GvHD,

(https://buyersstrike files,word press.com/2020/12/dec?pr-gvhd-1.png),

That Is, until the Decemnber 15th press release (hitps://www.cytodyn.com/newsroom/press-releases/detail/491/cytodyn-completes-enrollment-for-phase-3-
registrational) when the boilerplate language suddenly changed, and a curious sentence was appended to the usual paragraph about GvHD:




(hitps://buyersstrike.files.wordpress.com/2020/12/dec15-20.prgh

Funny that The NaDDir's* and his top notch team forgot to edit out the part of the paragraph that states they are currently conducting the study. Even
funnier that this Klown Krew blame their failings on Covid-19 when the study has been a disaster, with delay after delay, since it was first announced
over 5 years agol

Happy New Year!

[Did you know Cytodyn is being sued by a group of former directors? What to know why? See here
(hitps://buyersstrike. word press.com/2020/12/18/update-update-whos-suing-cytodyn-now-and-who-is-admitting-the-plaintiffs-are-right-cydy/) and here
(hitps:/fbuyersstrike.word press.cem/2020/12/20/sunday-funday-what-else-doesnt-cytodyn-want-investors-to-learn-cydys).]

[Did you know Cytodyn’s claims of non-dilutive financings (with notorious penny stock player John M. Fife
(https:/fwww.sec.gov/litigation/litreleases/2020/1r?4886.htm)) are complete bullshit? They are highly dilutive. Want to know why? See here
(https://buyersstrike. wordpress.com/2020/12/21/what-did-cytodyne-bury-in-the-mid-december-s3-filing-cydy/).]

* Spelled Thusly For A Double Dose of That Sweet Sweet Stock Pimping

THE CONTENT CONTAINED IN THIS BLOG REPRESENTS ONLY THE OPINIONS OF THE AUTHOR. THE AUTHOR MAY HOLD EITHER LONG OR
SHORT POSITIONS IN SECURITIES OF VARIOUS COMPANIES DISCUSSED IN THE BLOG. THIS COMMENTARY IN NO WAY CONSTITUTES
INVESTMENT ADVICE, AND SHOULD NEVER BE RELIED ON IN MAKING AN INVESTMENT DECISION, EVER. THIS BLOG IS NOT A
SOLICITATION OF BUSINESS: ALL INQUIRIES WILL BE IGNORED. THE CONTENT HEREIN IS INTENDED SOLELY FOR THE ENTERTAINMENT
OF THE READER, AND THE AUTHOR,

Posted in Bad Directors, Bio-Dreck, Bucket Shops, CoronaCrap, Fail, Reverse Mergarg on December 30, 2020 by BuyersStrike!, 3 Comments

3 comments

1. Kevin Hunt says:

December 30, 2020 at 5:20 pin,
Very promising Company. Looks as though Leronlimab will be very huge for the company and humanity. A lot of IV and COVID-19 patients can
benefit from this drug.

[We'll just have to agree to disagree. Closer to 0 patients will benefit from this con. - Editor]

REPLY
2. S says:
December 30, 2020 at 5:42 pm

This is a horrible article. I can’t believe you won't even write an name behind your writings. As an RN, Leronlimab has saved lives and I'm praying fir
it's approval for those fighting for their lives. So sad you would write such lies.

[Can you point to a single factual error? Just one? Loserlimab is utterly useless for anything but ene form of HIV, and has never been proven to save
anything. It has not been approved for anything. Anywhere. As an RN, you should know better. — Editor]

REPLY
3. Pingback: Cytodyn CONference Call Preview {CYDY) | BuyersStrike!
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