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Current Price (9/17/21) $6.15 

Valuation $10.00 

 
 

OUTLOOK 

 SUMMARY DATA 
 

Risk Level Above Average 

Type of Stock Small-Growth 

Industry Med-Biomed/Gene 
  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

MiMedx is a wound care and therapeutic biologics company, devel-
oping and distributing allografts. The company derives its products 
from human placental tissues processed using the Purion technolo-
gy.  MiMedx differentiates itself in the regenerative medicine market 
through the substantial library of supportive research for its products. 
The company’s platform includes AmnioFix, EpiFix, EpiCord, Epi-
Burn, EpiCord Expandable, AmnioCord and AmnioFill. The products 
are derived from placental and umbilical cord tissue. 

In addition to its marketed products, MiMedx is developing assets in 
knee osteoarthritis (KOA) and potentially other line extensions in 
regenerative medicine and wound care. Phase III clinical trials are 
anticipated for AmnioFix injectable in KOA and other indications 
which was subject to enforcement discretion prior to June 2021. 

Legal matters are near conclusion with a majority of issues resolved 
and major related costs largely behind the company. 

We forecast continued growth in commercialized products and suc-
cess in the development pipeline that will drive topline growth.  Inter-
national opportunities include Japan, the UK and Germany which 
have approved MiMedx products and are in process to determine 
reimbursement. 

52-Week High $15.99 
52-Week Low $5.30 
One-Year Return (%) -4.65 
Beta 1.65 
Average Daily Volume (sh) 1,270,839 
  
Shares Outstanding (mil) 112 
Market Capitalization ($mil) 689  
Short Interest Ratio (days) 14.8 
Institutional Ownership (%) 59.3 
Insider Ownership (%) 2.87 

  

Annual Cash Dividend  $0.00 
Dividend Yield (%)  0.00 
  
5-Yr. Historical Growth Rates  
    Sales (%) 10.1 
    Earnings Per Share (%) N/A 
    Dividend (%)   N/A 
  

P/E using TTM EPS N/A 

P/E using 2020 Estimate N/A 

P/E using 2021 Estimate N/A 
  
Zacks Rank N/A 
  

ZACKS ESTIMATES 
 

Revenue  
(in millions of $US) 

 Q1 Q2 Q3 Q4 Year 

 (Mar) (Jun) (Sep) (Dec) (Dec) 

2020 $61.7 A $53.6 A $64.3 A $68.5 A $248.2 A 

2021 $60.0 A $68.2 A $60.0 E $60.1 E $248.3 E 

2022     $283.1 E 

2023     $334.0 E 
 

Earnings per Share 
 

 Q1 Q2 Q3 Q4 Year 

 (Mar) (Jun) (Sep) (Dec) (Dec) 

2020 -$0.04 A -$0.08 A -$0.18 A -$0.15 A -$0.46 A 

2021 -$0.08 A -$0.01 A -$0.05 E -$0.03 E -$0.17 E 

2022     $0.29 E 

2023     $0.57 E 
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Unexpected Results Call for a Revision 

Based on our multiple of earnings model and a 20% discount 
rate, MiMedx target price is approximately $10.00 per share.  Our 
methodology applies a 20x multiple of earnings to 2026 EPS, a 
15x multiple to 2026 EBITDA and discounts a blend of the two 
approaches to generate a one-year target price. 
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   WHAT’S NEW 

 
Topline Results from Phase IIb KOA and Phase III PF 
 
On September 13, 2021, MiMedx Group, Inc. (NASDAQ: MDXG) reported results from its Phase IIb Knee Osteoar-
thritis (KOA) study and topline results from its Phase III Plantar Fasciitis (PF) study.  Six-month efficacy data from 
the Phase IIb KOA study interim results did not meet primary endpoints.  Upon review of the Phase III PF data, 
management concluded that the results do not support a BLA filing.  Management will discuss the data with the 
FDA as allowed under the Regenerative Medicine Advanced Therapy (RMAT) process.  AmnioFix Injectable re-
ceived RMAT designation for KOA in 2018, which includes benefits of Fast Track and Breakthrough Designation 
programs. 
 
In concert with the press release, MiMedx management, including CEO Tim Wright, CFO Pete Carlson, and re-
search and development head Dr. Bob Stein provided an update at the recent H.C. Wainwright conference. 
 
Phase IIb Knee Osteoarthritis 
Topline results from an interim analysis at six months for the Phase IIb trial in KOA (NCT03485157) did not meet 
primary endpoints of Visual Analog Scale (VAS) for Pain or Western Ontario and McMaster Universities (WOMAC) 
Osteoarthritis Index.  Efficacy measures differed between patient cohorts evaluated before and after a blinded inter-
im analysis performed mid-2019.  This anomaly has prompted management to pursue further confirmatory studies 
in the indication.  Micronized dehydrated human amnion chorion membrane (mdHACM) was well tolerated with no 
significant adverse events or serious adverse events.  Trial enrollment included 466 patients between the ages of 
21 to 80 years.  Subjects included had osteoarthritis grade 1 to 3 on the Kellgren Lawrence scale and a VAS for 
Pain score greater than 45.  Due to a lower-than-expected participant dropout, the trial has already achieved an ad-
equate number of patients to assess the primary endpoint.  The final enrollment totaled 446 patients.  The trial’s 12-
month safety visit follow up is expected to conclude in October 2021, with six-month open-label extension to follow.  
A safety readout is also expected at this time.  
 

Exhibit I - Summary Phase IIb KOA Topline Interim Results1 

 
 
Though not statistically significant, interim analysis trended toward potential treatment efficacy, warranting further 
investigation.  Differences were observed between patients enrolled prior to the study’s initial blinded interim analy-
sis and those enrolled after.  Patients in the pre-interim analysis cohort demonstrated greater improvement in 
WOMAC-Total, WOMAC-Pain and WOMAC-Function scores and actually achieved statistical significance at both 
three- and six months.  Patients in the post-interim analysis group were more difficult to differentiate as both treat-
ment and placebo groups experienced positive response.  Analysis of VAS endpoint was not statistically differentia-
ble in either pre- or post-interim analysis cohorts at either three- or six-month timepoints.   
 
MiMedx management expects that, based on the interim analysis, two Phase III studies in KOA will be necessary to 
file a BLA and looks forward to meeting with the FDA to discuss next steps.  Management had guided toward BLA 
filing in late 2024 or early 2025.  Pending guidance from the FDA, MiMedx will update investors on timing as future 
activities become clear.  Management plans continued research investment to understand the underlying disease 
process in KOA, mdHACM’s potential benefit to cartilaginous tissue, and understanding mdHACM’s mechanism of 
action.  

                                                 
1 MDXG Corporate Presentation September 2021 

https://mimedx.gcs-web.com/news-releases/news-release-details/mimedx-reports-top-line-data-two-late-stage-musculoskeletal
https://www.biospace.com/article/releases/amniofix-injectable-granted-regenerative-medicine-advanced-therapy-rmat-designation-by-the-fda-for-the-treatment-of-osteoarthritis-of-the-knee/
https://www.biospace.com/article/releases/amniofix-injectable-granted-regenerative-medicine-advanced-therapy-rmat-designation-by-the-fda-for-the-treatment-of-osteoarthritis-of-the-knee/
https://journey.ct.events/view/eeb33fb3-0309-4611-ae68-fffb55d05f51
https://www.clinicaltrials.gov/ct2/show/NCT03485157
https://www.physio-pedia.com/Visual_Analogue_Scale#Introduction
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Phase III Plantar Fasciitis Topline 
MiMedx’ trial in Plantar Fasciitis (NCT03414268) did not achieve statistical significance in its primary efficacy end-
point of change in VAS for Pain at 90 days.  MiMedx will not pursue a BLA for mdHACM in PF, and will instead pri-
oritize the KOA program.  mdHACM was found safe and well tolerated in this study with no significant adverse 
events.  Both treatment and placebo groups showed improvement in VAS Pain and Foot Function Index Revised 
(FFI-R) scores.   
 
The Phase III study was a prospective, double-blind, randomized controlled trial of a single injection of 40 mg of 
mdHACM into the plantar fascia as compared to saline placebo.  The trial enrolled 277 patients between the ages of 
21 and 79 years with plantar fasciitis diagnosed for greater than or equal to one month and less than or equal to 18 
months.  Patients included had a VAS Pain score of greater than or equal to 45.  Patients had been treated for 
greater than or equal to 1 month (30 days) using general modalities such as rest, ice, compression, elevation 
stretching, NSAIDs, or orthotics.  The primary endpoints were change in VAS for Pain at 90 days and incidence of 
related adverse events at 180 days, serious adverse events, and unanticipated events during the first 12 months 
post-injection.  Secondary endpoints included self-reported responses to the Foot Function Index – Revised (FFI-R) 
at 90 days. 
 
Company Milestones 
 

 IND / IDE submission for multiple wound care indications – As of August 2021: 

o Chronic cutaneous ulcers (AmnioFix) - IND Cleared 

o Surgical incisions (AmnioFix) – IND Cleared 

o Soft tissue defects (AmnioFill) – IND Filed 

 Conclusion of enforcement discretion – May 31, 2021 

 Regulatory approval for EpiFix in Japan – June 2021 

 Phase IIa KOA trial completion – April 2021 

o Final analysis & database lock – 2H:21 

o Final safety follow up – October 2021 

o Generation of full data set – 2H:21 

o End of Phase II meeting with FDA – 2H:21 

 Analyst and investor R&D day – Late fall 2021 
 
Valuation 
 
We reduce our target price for MiMedx based on the removal of sales related to PF and temper the revenue impact 
from KOA based on the undifferentiated results from the Phase IIa study.  Removing PF lowers topline growth in 
2024 and 2025 from 20% to 12% for both years.  2026 and 2027 revenue growth are reduced from 25% to 18% due 
to the weaker than expected results from the Phase IIa trial which impact both the anticipated penetration and ulti-
mate likelihood of success for the program.  We also reduce our research and development expenditure forecasts 
to reflect lower spending related to the PF program.  In response to the lower topline growth rate, we also reduce 
our target multiples from 25x P/E and 17x 2026 EBITDA to 20x P/E and 15x EBITDA to reflect a smaller benefit 
from a successful KOA program and lower growth rate.  Our forecasts for 2026 call for revenues of $494 million, 
EPS of $1.06 and EBITDA of $222 million.  These compare to our previous 2026 estimates of $591 million (reve-
nues), $1.47 (EPS) and $304 million (EBITDA).  After discounting our 20x 2026 P/E and 15x EBITDA estimates at a 
20% discount rate, we generate a target price of approximately $10 per share. 
 

https://www.clinicaltrials.gov/ct2/show/NCT03414268
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Summary 
 
Despite favorable early results in the Phase II PF study and interim results in the Phase IIb KOA study, both efforts 
missed their intended mark at the end of the trial.  This has forced MiMedx management to adjust their future ap-
proach and abandon the PF program and modify the KOA program.  Next steps for the company include meetings 
with the FDA to identify a path forward as there has been substantial data that has shown benefit for KOA patients 
using mdHACM.  The team is analyzing the data to understand what may have driven the changes in outcomes 
from earlier evaluations.  For the KOA trial in particular, subjects added later in the study were at newer expanded 
sites and also received their treatment during the pandemic, which may have impacted the results.  We will know 
more at the upcoming analyst day expected this fall after management has had a chance to consult with the FDA.  
The company is planning to move forward in KOA with two Phase III trials that are expected to launch in the coming 
year.  While the markets responded violently to the news regarding the PF and KOA trials, MiMedx is in a good po-
sition to continue to generate double digit topline growth with line extension products such as EPICORD Expanda-
ble and geographical reach into Japan and other international markets.   
 
MiMedx holds sufficient cash on its balance sheet to reach positive cash flows and earnings without additional capi-
tal raises.  We continue to see full year positive earnings by 2022 and substantial growth over the next several 
years which will provide the firm substantial financial flexibility to optimize its capital structure.  Due to the weaker 
than expected topline data from the PF and KOA trials, we decrease our price target to $10.00 per share.  

See our recent initiation on MiMedx for an in-depth discussion of MiMedx’ technologies and products, our invest-
ment thesis, and discussion of recent events and milestones. 

https://s1.q4cdn.com/460208960/files/News/2021/Zacks_SCR_Research_02162021_MDXG_Vandermosten.pdf
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     PROJECTED FINANCIALS 
 

MiMedx Group, Inc. - Income Statement 
  

MiMedx Group, Inc. 2020 A Q1 A Q2 A Q3 E Q4 E 2021 E 2022 E 2023 E

Total Revenues ($US '000) $248,234 $59,967 $68,165 $60,050 $60,120 $248,302 $283,064 $334,016 
YOY Growth -17% -3% 27% -7% -12% 0% 14% 18%

Cost of Goods Sold $39,330 $9,641 $12,760 $10,809 $9,619 $42,829 $45,290 $53,443 

Product  Gross  Marg in 84 .2% 83 .9% 81.3% 82 .0% 84 .0% 82 .8% 84 .0% 84 .0%

Selling, general & administrative $181,022 $45,404 $53,599 $46,750 $46,820 $192,573 $170,000 $171,700 

Investigation, restatement etc. $59,465 $7,196 ($2,062) $1,000 $0 $6,134 $0 $0 

Research & development $11,715 $4,339 $4,063 $6,000 $6,000 $20,402 $21,000 $20,000 

Amortization of intangible assets $1,073 $239 $215 $272 $272 $998 $1,088 $1,088 

Impairment of intangible assets $1,027 $0 $0 $0 $0 $0 $0 $0 

Income from operations ($45,398) ($6,852) ($410) ($4,781) ($2,591) ($14,634) $45,686 $87,785 
Operating  Marg in -18% -11% -1% -8% -4% -6% 16% 26%

Interest income, net ($7,941) ($1,472) ($1,371) ($875) ($875) ($4,593) ($3,500) ($3,500)

Other income, net ($8,204) $0 ($3) $0 $0 ($3) $0 $0 

Pre-Tax Income ($61,543) ($8,324) ($1,784) ($5,656) ($3,466) ($19,230) $42,186 $84,285 

Provision for Income Tax $12,259 ($58) $5 $0 $0 ($53) $0 $0 
Tax Rate -19 .9% 0.0% 0.0% 0.0% 0.0% 0.3% 0.0% 0.0%

Net Income ($49,284) ($8,382) ($1,779) ($5,656) ($3,466) ($19,283) $42,186 $84,285 
Net Marg in -20% -14% -3% -9% -6% -8% 15% 25%

Reported EPS ($0.46) ($0.08) ($0.01) ($0.05) ($0.03) ($0.17) $0.29 $0.57 
YOY Growth 70 .9% -83 .8% -73 .0% -80 .9% -64% -274% 97%

Basic Shares Outstanding 108,257 109,401 110,277 117,200 119,320 116,130 120,243 135,258 

Fully Diluted Shares 108,257 141,924 140,277 147,200 149,320 144,680 146,280 148,193 
Source: Company Filing  / /  Zacks  Inves tment R esearch, Inc. Es timates                                                                      
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     HISTORICAL STOCK PRICE  

  
MiMedx Group, Inc. – Share Price Chart 
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      DISCLOSURES 

 
The following disclosures relate to relationships between Zacks Small-Cap Research (“Zacks SCR”), a division of Zacks Investment Research 
(“ZIR”), and the issuers covered by the Zacks SCR Analysts in the Small-Cap Universe. 
 
ANALYST DISCLOSURES 

I, John Vandermosten, hereby certify that the views expressed in this research report accurately reflect my personal views about the subject se-
curities and issuers. I also certify that no part of my compensation was, is, or will be, directly or indirectly, related to the recommendations or 
views expressed in this research report. I believe the information used for the creation of this report has been obtained from sources I considered 
to be reliable, but I can neither guarantee nor represent the completeness or accuracy of the information herewith. Such information and the 
opinions expressed are subject to change without notice. 
 

INVESTMENT BANKING AND FEES FOR SERVICES  

Zacks SCR does not provide investment banking services nor has it received compensation for investment banking services from the issuers of 
the securities covered in this report or article. 
Zacks SCR has received compensation from the issuer directly or from an investor relations consulting firm engaged by the issuer for providing 
non-investment banking services to this issuer and expects to receive additional compensation for such non-investment banking services provid-
ed to this issuer. The non-investment banking services provided to the issuer includes the preparation of this report, investor relations services, 
investment software, financial database analysis, organization of non-deal road shows, and attendance fees for conferences sponsored or co-
sponsored by Zacks SCR. The fees for these services vary on a per-client basis and are subject to the number and types of services contracted.  
Fees typically range between ten thousand and fifty thousand dollars per annum. Details of fees paid by this issuer are available upon request. 
 

POLICY DISCLOSURES   

This report provides an objective valuation of the issuer today and expected valuations of the issuer at various future dates based on applying 
standard investment valuation methodologies to the revenue and EPS forecasts made by the SCR Analyst of the issuer’s business.  
SCR Analysts are restricted from holding or trading securities in the issuers that they cover. ZIR and Zacks SCR do not make a market in any 
security followed by SCR nor do they act as dealers in these securities.  Each Zacks SCR Analyst has full discretion over the valuation of the is-
suer included in this report based on his or her own due diligence.  SCR Analysts are paid based on the number of companies they cover. 
SCR Analyst compensation is not, was not, nor will be, directly or indirectly, related to the specific valuations or views expressed in any report or 
article. 
 

ADDITIONAL INFORMATION 

Additional information is available upon request. Zacks SCR reports and articles are based on data obtained from sources that it believes to be 
reliable, but are not guaranteed to be accurate nor do they purport to be complete. Because of individual financial or investment objectives 
and/or financial circumstances, this report or article should not be construed as advice designed to meet the particular investment needs of any 
investor. Investing involves risk. Any opinions expressed by Zacks SCR Analysts are subject to change without notice. Reports or articles or 
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