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□ 

Plaintiff's motion for a preliminary injunction [ECF No. 14] is GRANTED. 

-62J.845, against any of plaintiff's members, or 

any of the members' agents, privies, or licensees, based on any member's 

sale of generic or off-patent drugs outside of Minnesota. 

Defendant's motion to dismiss [ECF No. 23] is GRANTED IN PART and 

o plaintiff's third and fifth causes of 
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UNITED STATES DISTRICT COURT 
DISTRICT OF MINNESOTA 

 

CIVIL NOTICE 
The appeal filing fee is $505.00. If you are indigent, you can apply for leave to proceed in 
forma pauperis, ("IFP"). 

 
The purpose of this notice is to summarize the time limits for filing with the District Court 
Clerk's Office a Notice of Appeal to the Eighth Circuit Court of Appeals or the Federal Circuit 
Court of Appeals (when applicable) from a final decision of the District Court in a civil case. 

 
This is a summary only. For specific information on the time limits for filing a Notice of 
Appeal, review the applicable federal civil and appellate procedure rules and statutes. 
 

Rule 4(a) of the Federal Rules of Appellate Procedure (Fed. R. App. P.) requires that a Notice of 
Appeal be filed within: 

 
1. Thirty days (60 days if the United States is a party) after the date of "entry of 

the judgment or order appealed from;" or 

2. Thirty days (60 days if the United States is a party) after the date of entry of 

an order denying a timely motion for a new trial under Fed. R. Civ. P. 59; or 

3. Thirty days (60 days if the United States is a party) after the date of entry of 

an order granting or denying a timely motion for judgment under Fed. R. Civ. 

P. 50(b), to amend or make additional findings of fact under Fed. R. Civ. P. 

52(b), and/or to alter or amend the judgment under Fed. R. Civ. P. 59; or 

4. Fourteen days after the date on which a previously timely Notice of Appeal 

was filed. 

 

If a Notice of Appeal is not timely filed, a party in a civil case can move the District Court 
pursuant to Fed. R. App. P. 4(a)(5) to extend the time for filing a Notice of Appeal. This motion 
must be filed no later than 30 days after the period for filing a Notice of Appeal expires. If the 
motion is filed after the period for filing a Notice of Appeal expires, the party bringing the 
motion must give the opposing parties notice of it. The District Court may grant the motion, 
but only if excusable neglect or good cause is shown for failing to file a timely Notice of 
Appeal. 

Warren E. Burger Federal 
Building and U.S. Courthouse 
316 North Robert Street 
Room 100 
St. Paul, MN 55101 
 

Diana E. Murphy  
U.S. Courthouse 
300 South Fourth Street 
Room 202 
Minneapolis, MN 55415 
 

Gerald W. Heaney Federal 
Building and U.S. Courthouse 
and Customhouse 
515 West First Street 
Duluth, MN 55802 
 

Edward J. Devitt U.S. 
Courthouse and Federal 
Building 
118 South Mill Street 
Fergus Falls, MN 56537 
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(8) if the proposal applies to a qualified health plan as defined in section 62A.011, subdivision 7, the
cost to the state to defray the cost of the mandated health benefit proposal using commercial market
reimbursement rates in accordance with Code of Federal Regulations, title 45, section 155.70 155.170.

(c) The commissioner shall consider actuarial analysis done by health plan companies and any other
proponent or opponent of the mandated health benefit proposal in determining the cost of the proposal.

(d) The commissioner must summarize the nature and quality of available information on these issues,
and, if possible, must provide preliminary information to the public. The commissioner may conduct research
on these issues or may determine that existing research is sufficient to meet the informational needs of the
legislature. The commissioner may seek the assistance and advice of researchers, community leaders, or
other persons or organizations with relevant expertise. The commissioner must provide the public with at
least 45 days' notice when requesting information pursuant to this section. The commissioner must notify
the chief authors of a bill when a request for information is issued.

(e) Information submitted to the commissioner pursuant to this section that meets the definition of trade
secret information, as defined in section 13.37, subdivision 1, paragraph (b), is nonpublic data.

Sec. 22. [62J.841] DEFINITIONS.

Subdivision 1. Scope. For purposes of sections 62J.841 to 62J.845, the following definitions apply.

Subd. 2. Consumer Price Index. "Consumer Price Index" means the Consumer Price Index, Annual
Average, for All Urban Consumers, CPI-U: U.S. City Average, All Items, reported by the United States
Department of Labor, Bureau of Labor Statistics, or its successor or, if the index is discontinued, an equivalent
index reported by a federal authority or, if no such index is reported, "Consumer Price Index" means a
comparable index chosen by the Bureau of Labor Statistics.

Subd. 3. Generic or off-patent drug. "Generic or off-patent drug" means any prescription drug for
which any exclusive marketing rights granted under the Federal Food, Drug, and Cosmetic Act, section 351
of the federal Public Health Service Act, and federal patent law have expired, including any drug-device
combination product for the delivery of a generic drug.

Subd. 4. Manufacturer. "Manufacturer" has the meaning given in section 151.01, subdivision 14a,
but does not include an entity that must be licensed solely because the entity repackages or relabels drugs.

Subd. 5. Prescription drug. "Prescription drug" means a drug for human use subject to United States
Code, title 21, section 353(b)(1).

Subd. 6. Wholesale acquisition cost. "Wholesale acquisition cost" has the meaning provided in United
States Code, title 42, section 1395w-3a.

Subd. 7. Wholesale distributor. "Wholesale distributor" has the meaning provided in section 151.441,
subdivision 14.

Sec. 23. [62J.842] EXCESSIVE PRICE INCREASES PROHIBITED.

Subdivision 1. Prohibition. No manufacturer shall impose, or cause to be imposed, an excessive price
increase, whether directly or through a wholesale distributor, pharmacy, or similar intermediary, on the sale
of any generic or off-patent drug sold, dispensed, or delivered to any consumer in the state.

Subd. 2. Excessive price increase. A price increase is excessive for purposes of this section when:
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(1) the price increase, adjusted for inflation utilizing the Consumer Price Index, exceeds:

(i) 15 percent of the wholesale acquisition cost over the immediately preceding calendar year; or

(ii) 40 percent of the wholesale acquisition cost over the immediately preceding three calendar years;
and

(2) the price increase, adjusted for inflation utilizing the Consumer Price Index, exceeds $30 for:

(i) a 30-day supply of the drug; or

(ii) a course of treatment lasting less than 30 days.

Subd. 3. Exemption. It is not a violation of this section for a wholesale distributor or pharmacy to
increase the price of a generic or off-patent drug if the price increase is directly attributable to additional
costs for the drug imposed on the wholesale distributor or pharmacy by the manufacturer of the drug.

Sec. 24. [62J.843] REGISTERED AGENT AND OFFICE WITHIN THE STATE.

Any manufacturer that sells, distributes, delivers, or offers for sale any generic or off-patent drug in the
state must maintain a registered agent and office within the state.

Sec. 25. [62J.844] ENFORCEMENT.

Subdivision 1. Notification. (a) The commissioner of health shall notify the manufacturer of a generic
or off-patent drug and the attorney general of any price increase that the commissioner believes may violate
section 62J.842.

(b) The commissioner of management and budget and any other state agency that provides or purchases
a pharmacy benefit except the Department of Human Services, and any entity under contract with a state
agency to provide a pharmacy benefit other than an entity under contract with the Department of Human
Services, may notify the manufacturer of a generic or off-patent drug and the attorney general of any price
increase that the commissioner or entity believes may violate section 62J.842.

Subd. 2. Submission of drug cost statement and other information by manufacturer; investigation
by attorney general. (a) Within 45 days of receiving a notice under subdivision 1, the manufacturer of the
generic or off-patent drug shall submit a drug cost statement to the attorney general. The statement must:

(1) itemize the cost components related to production of the drug;

(2) identify the circumstances and timing of any increase in materials or manufacturing costs that caused
any increase during the preceding calendar year, or preceding three calendar years as applicable, in the price
of the drug; and

(3) provide any other information that the manufacturer believes to be relevant to a determination of
whether a violation of section 62J.842 has occurred.

(b) The attorney general may investigate whether a violation of section 62J.842 has occurred, in
accordance with section 8.31, subdivision 2.

Subd. 3. Petition to court. (a) On petition of the attorney general, a court may issue an order:

(1) compelling the manufacturer of a generic or off-patent drug to:

Official Publication of the State of Minnesota
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(i) provide the drug cost statement required under subdivision 2, paragraph (a); and

(ii) answer interrogatories, produce records or documents, or be examined under oath, as required by
the attorney general under subdivision 2, paragraph (b);

(2) restraining or enjoining a violation of sections 62J.841 to 62J.845, including issuing an order requiring
that drug prices be restored to levels that comply with section 62J.842;

(3) requiring the manufacturer to provide an accounting to the attorney general of all revenues resulting
from a violation of section 62J.842;

(4) requiring the manufacturer to repay to all Minnesota consumers, including any third-party payers,
any money acquired as a result of a price increase that violates section 62J.842;

(5) notwithstanding section 16A.151, requiring that all revenues generated from a violation of section
62J.842 be remitted to the state and deposited into a special fund, to be used for initiatives to reduce the cost
to consumers of acquiring prescription drugs, if a manufacturer is unable to determine the individual
transactions necessary to provide the repayments described in clause (4);

(6) imposing a civil penalty of up to $10,000 per day for each violation of section 62J.842;

(7) providing for the attorney general's recovery of costs and disbursements incurred in bringing an
action against a manufacturer found in violation of section 62J.842, including the costs of investigation and
reasonable attorney's fees; and

(8) providing any other appropriate relief, including any other equitable relief as determined by the
court.

(b) For purposes of paragraph (a), clause (6), every individual transaction in violation of section 62J.842
is considered a separate violation.

Subd. 4. Private right of action. Any action brought pursuant to section 8.31, subdivision 3a, by a
person injured by a violation of section 62J.842 is for the benefit of the public.

Sec. 26. [62J.845] PROHIBITION ON WITHDRAWAL OF GENERIC OR OFF-PATENT DRUGS
FOR SALE.

Subdivision 1. Prohibition. A manufacturer of a generic or off-patent drug is prohibited from
withdrawing that drug from sale or distribution within this state for the purpose of avoiding the prohibition
on excessive price increases under section 62J.842.

Subd. 2. Notice to board and attorney general. Any manufacturer that intends to withdraw a generic
or off-patent drug from sale or distribution within the state shall provide a written notice of withdrawal to
the attorney general at least 90 days prior to the withdrawal.

Subd. 3. Financial penalty. The attorney general shall assess a penalty of $500,000 on any manufacturer
of a generic or off-patent drug that the attorney general determines has failed to comply with the requirements
of this section.

Sec. 27. [62J.846] SEVERABILITY.

If any provision of sections 62J.841 to 62J.845 or the application thereof to any person or circumstance
is held invalid for any reason in a court of competent jurisdiction, the invalidity does not affect other provisions
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or any other application of sections 62J.841 to 62J.845 that can be given effect without the invalid provision
or application.

Sec. 28. [62J.85] CITATION.

Sections 62J.85 to 62J.95 may be cited as the "Prescription Drug Affordability Act."

Sec. 29. [62J.86] DEFINITIONS.

Subdivision 1. Definitions. For the purposes of sections 62J.85 to 62J.95, the following terms have
the meanings given.

Subd. 2. Advisory council. "Advisory council" means the Prescription Drug Affordability Advisory
Council established under section 62J.88.

Subd. 3. Biologic. "Biologic" means a drug that is produced or distributed in accordance with a biologics
license application approved under Code of Federal Regulations, title 42, section 447.502.

Subd. 4. Biosimilar. "Biosimilar" has the meaning provided in section 62J.84, subdivision 2, paragraph
(b).

Subd. 5. Board. "Board" means the Prescription Drug Affordability Board established under section
62J.87.

Subd. 6. Brand name drug. "Brand name drug" means a drug that is produced or distributed pursuant
to:

(1) a new drug application approved under United States Code, title 21, section 355(c), except for a
generic drug as defined under Code of Federal Regulations, title 42, section 447.502; or

(2) a biologics license application approved under United States Code, title 45, section 262(a)(c).

Subd. 7. Generic drug. "Generic drug" has the meaning provided in section 62J.84, subdivision 2,
paragraph (e).

Subd. 8. Group purchaser. "Group purchaser" has the meaning given in section 62J.03, subdivision
6, and includes pharmacy benefit managers, as defined in section 62W.02, subdivision 15.

Subd. 9. Manufacturer. "Manufacturer" means an entity that:

(1) engages in the manufacture of a prescription drug product or enters into a lease with another
manufacturer to market and distribute a prescription drug product under the entity's own name; and

(2) sets or changes the wholesale acquisition cost of the prescription drug product it manufacturers or
markets.

Subd. 10. Prescription drug product. "Prescription drug product" means a brand name drug, a generic
drug, a biologic, or a biosimilar.

Subd. 11. Wholesale acquisition cost or WAC. "Wholesale acquisition cost" or "WAC" has the
meaning given in United States Code, title 42, section 1395W-3a(c)(6)(B).
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