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Objectives 

• Discuss the causes of the national drug shortage crisis and its scope. 

• Explain the clinical and economic impact of drug shortages.

• Discuss the issue of price gouging, gray market, and its legal and ethical 

implications.
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Definitions

• The FDA defines a “Drug Shortage” as a “period of time when the total supply 

of such drug available at the user level will not meet the demand for such drug at 

the user level.” H.R. 2245. 

• ASHP defines a “Drug Shortage” as “a supply issue that affects how the 

pharmacy prepares or dispenses a drug product or influences patient care when 

prescribers must use an alternative agent.” From ASHP’s Guidelines on 

Managing Drug Shortages.
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https://www.ashp.org/-/media/assets/policy-guidelines/docs/guidelines/managing-drug-product-shortages.ashx
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Drug Shortages: Scope of the Problem 

The number of drugs in limited supply was increasing but in light of action by the 

government, there has been a turn around. 

• 2004: 58 shortages

• 2010: 211 shortages

• 2011: 267 shortages

• 2015: 142 shortages

• 2018: 186 shortages 
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Ventola, C. Lee, "The Drug Shortage Crisis in the United States," Pharmacy and Therapeutics 36.11 (2011): 740+. PubMed. Web. 2 Apr. 2012. 
Cherici C, Frazier J, Feldman M, Gordon B, Petrykiw C, Russel W, et al. “Navigating Drug Shortages in American Healthcare: A Premier Healthcare Alliance 
Analysis ,“ Premiere Inc. Mar. 2011

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3278171/?tool=pubmed
https://www.heartland.org/publications-resources/publications/navigating-drug-shortages-in-american-healthcare-a-premier-healthcare-alliance-analysis
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Drug Shortages: Scope of the Problem

• Historical trend in shortages:
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Fox, Erin, “National Drug Shortages,” ASHP (2019) Website, 14 Oct 2019

https://www.ashp.org/Drug-Shortages/Shortage-Resources/Drug-Shortages-Statistics
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Drug Shortages: Scope of the Problem
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• Historical trend in shortages:

Fox, Erin, “National Drug Shortages,” ASHP (2019) Website, 14 Oct 2019

https://www.ashp.org/Drug-Shortages/Shortage-Resources/Drug-Shortages-Statistics
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Medications Vulnerable to Drug Shortages 
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• Oncology, pain and antibiotic medications

• Injectable Medications

❑ Morphine, electrolytes, calcium gluconate, magnesium sulfate and potassium 

chloride

• Generic Medications

• Single source/ concentrated market share Medications

• Grandfathered Medications

❑ FDA’s Unapproved Drugs Initiative

Ventola, C. Lee, "The Drug Shortage Crisis in the United States," Pharmacy and Therapeutics 36.11 (2011): 740+. PubMed. Web. 2 Apr. 2012

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3278171/?tool=pubmed
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Classes of Drugs in Short Supply
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Fox, Erin, “National Drug Shortages,” ASHP (2019) Website, 14 Oct 2019

https://www.ashp.org/Drug-Shortages/Shortage-Resources/Drug-Shortages-Statistics
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Drug Shortages: Causes
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Fox, Erin, “National Drug Shortages,” ASHP (2019) Website, 14 Oct 2019

https://www.ashp.org/Drug-Shortages/Shortage-Resources/Drug-Shortages-Statistics
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Drug Shortages: Causes 

• Quality/Manufacturing Issues (~30%):

❑Natural disasters at manufacturing plants (fires, hurricanes, tornadoes, and floods)

❑Failure to meet GMP Standards

❑Delays in supply of raw materials

❑Recalls of defective lots

❑Company mergers

❑Discontinuation of unprofitable generics
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Ventola, C. Lee, "The Drug Shortage Crisis in the United States," Pharmacy and Therapeutics 36.11 (2011): 740+. PubMed. Web. 2 Apr. 2012

"Frequently Asked Questions About Drug Shortages," FDA. U.S. Department of Health and Human Services, 14 Oct. 2011. Web. 2 Apr. 2012

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3278171/?tool=pubmed
https://www.fda.gov/drugs/drug-shortages/frequently-asked-questions-about-drug-shortages
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Drug Shortages: Causes

• FDA can't require a firm to keep making a drug it wants to 

discontinue.

• Older drugs are discontinued by companies in favor of newer, more 

profitable drugs.

❑ Example: fewer firms  are making older sterile injectable drugs.
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Drug Shortages: Causes

• Industry Consolidation.

• Seven (7) manufacturers make up the large percentage of this market.

❑ There are fewer manufacturers of certain multisource drugs. Therefore when 

one manufacturer stops making a drug, there is a larger impact.
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Impact of Drug Shortages

• Without access to the preferred drug treatment, clinicians must use 

alternatives, which may be less effective or associated with increased 

risk of adverse outcomes.

❑ Nearly 300 respondents completed a survey on drug shortages, including pharmacy directors 

(37%), pharmacy managers or assistants (26%), pharmacy purchasing agents (21%), clinical/staff 

pharmacists (8%), pharmacy technicians (3%), medication safety officers (2%), and others (3%). 

Almost all respondents practiced in a hospital setting.

❑ A majority of respondents felt that drug shortages had compromised patient care. Most (71%) were 

unable to provide patients with the recommended drug or treatment for their condition due to 

shortages, and nearly half (47%) thought that this resulted in patients receiving a less effective drug. 

Also, three-quarters (75%) of respondents stated that patient treatments had been delayed because 

of drug shortages.
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“Drug Shortages Continue to Compromise Patient Care,” Institute for Safe Medication Practices website, January 11, 2018

https://www.ismp.org/resources/drug-shortages-continue-compromise-patient-care
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Impact of Drug Shortages

14

• In a 2013 study surveying 

542 pharmacy directors of 

health care institutions in the 

U.S., various negative effects 

on patient outcomes were 

reported.

• 50 directors gave data on 

estimated costs due to drug 

shortages and 73% estimated 

quarterly costs to be greater 

than $100,000.

McLaughlin M, Kotis D, Thomson K, et al. “Effects on patient care caused by drug shortages,” JMCP. 2013 19(9):783-8.

https://www.ncbi.nlm.nih.gov/pubmed/24156647
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Impact of Drug Shortages

“Studies have estimated responding to drug shortages has cost hospitals 

216 million each year in labor cost and another $200 million each year to 

substitute  drugs in shortage with alternatives.”*
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*Identifying the Root Causes of Drug Shortages and Finding Enduring Solutions,” Duke Margolis Center, November 27, 2018
**https://newsroom.vizientinc.com/sites/vha.newshq.businesswire.com/files/doc_library/file/Drug_Shortages_Labor_Cost_Report_Vizient.pdf

Time spent**

https://healthpolicy.duke.edu/events/drug-shortage-task-force
https://newsroom.vizientinc.com/sites/vha.newshq.businesswire.com/files/doc_library/file/Drug_Shortages_Labor_Cost_Report_Vizient.pdf
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Impact of Drug Shortages

• Sub-optimal patient therapy 

❑↑ MD calls for substitutions
- Leading to increased 3rd party calls/ PAs

❑↓ Patient onset of Tx

❑↓ Customer satisfaction

• Independents/Buying groups disadvantaged

❑ Chain/Corporate warehouses/contracts
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Hunter, Graeme, "NERA Economic Consulting," NERA: Publication, NERA Economic Consulting, 19 Jan. 2011. Web. 02 Apr. 2012

https://www.nera.com/publications/archive/2011/an-analysis-of-price-effects-from-drug-shortages-for-independent.html
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Government Response to Drug Shortage Crisis 

• President Obama signed Executive Order 13588 (Reducing Prescription 

Drug Shortages) in October 2011. 

❑ Mandatory notification of impending shortage. 

❑ Emphasis on price gouging.

- FDA will work with the Department of Justice (DOJ) to examine whether any secondary drug 

wholesalers or other market participants have responded to potential drug shortages by illegally 

hoarding medications or raising prices to gouge consumers.

- Based on its determination, DOJ, in coordination with other State and Federal regulatory agencies 

as appropriate, will undertake whatever enforcement actions, if any, it deems appropriate. 

• Increased staffing at FDA.

❑ FDA will take steps to expand its current efforts to expedite its regulatory 

reviews, including reviews of new drug suppliers, manufacturing sites, and 

manufacturing changes.

17
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Executive Order 13588

• Modifications to Notification Requirements 

❑ Federal law requires drug manufacturers to notify FDA when production of 

critical drugs provided by only one manufacturer is being discontinued. 21 

U.S.C. 356c

- Drug must be deemed medically necessary by FDA

- FDA has no enforcement mechanism to penalize a drug maker for failing to report these 

problems.

• Executive order directs FDA to broaden reporting of potential shortages 

of certain prescription drugs. 

18
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2012 Food and Drug Administration Safety and Innovation 

Act (FDASIA)

• Directed FDA to establish a task force on drug shortages to develop and 

• Submit to Congress a Strategic Plan 

❑Plans for enhanced inter- and intra-agency coordination, communication, and decision-making.

❑Plans to ensure drug shortages are considered when FDA initiates a regulatory action that could 

precipitate or exacerbate a drug shortage.

❑Plans for effective communication with external stakeholders.

❑Plans for considering the impact of drug shortages on clinical trials.

❑An examination of whether to establish a “qualified manufacturing partner program” as further 

described in FDASIA.
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2012 Food and Drug Administration Safety and Innovation 

Act (FDASIA)

• Since the passage of FDASIA, FDA has convened a Drug Shortages 

Task Force representing multiple disciplines, centers, and offices within 

FDA.

• DASIA also allows FDA to require, by regulation, early notification of 

discontinuances or interruptions in the manufacturing of biologics.

• Also requires FDA to send a noncompliance letter to firms that fail to 

notify the Agency in accordance.

• Included the reauthorization of the Prescription Drug User Fee Act 

(PDUFA) that provides FDA with the necessary resources to maintain a 

predictable and efficient review process for human drug and biologic 

products. 

20
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• FDASIA gave FDA a new and powerful expedited drug development 

tool, known as the "breakthrough therapy" designation. 

• This new designation helps FDA assist drug developers to expedite the 

development and review of new drugs with preliminary clinical evidence 

that indicates the drug may offer a substantial improvement over 

available therapies for patients with serious or life-threatening diseases.

21

2012 Food and Drug Administration Safety and Innovation 

Act (FDASIA)

American Society of Health-System Pharmacists, “Drug Shortages: Why They Happen and What They Mean,” Dec. 2011 (S. 296, H.R. 2245)
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2018 FDA Drug Shortage Task Force 

• In June 2018, 31 U.S. Senators and 107 Members of the House of 

Representatives asked the Commissioner of Food and Drugs to expand 

the Drug Shortage Task Force (created by FDASIA) and work with 

stakeholders and other federal agencies to determine the root causes of 

drug shortages and develop recommendations to ensure that the 

appropriate supplies of essential medications are always available. 

• The new Drug Shortage Task Force expands upon the work FDA is 

already doing. With this new task force, FDA, as lead agency, is taking a 

comprehensive look at all drivers of drug shortages and identifying 

potential ways to prevent or mitigate them in the future. 

22

Report on Drug Shortages for Calendar Year 2018, FDA

https://www.fda.gov/media/130561/download
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FDA Action

• Early notification from manufacturers about possible shortages, as 

requested in the President’s Executive Order 13588 of Oct. 31, 2011 

and then codified into law in FDASIA, has enabled the FDA to work with 

manufacturers to restore production of many lifesaving therapies. 

• Since the Executive Order, there has been a 6-fold increase in 

notifications to the FDA.

23

FDA PowerPoint Presentation: U.S. Drug Shortages, 2011
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• How the FDA helps prevent drug shortages: 

❑ For manufacturing/quality problems, FDA works with the firm to address the issues. Problems may 

involve very low risk (e.g. wrong expiration date on package) to high risk (particulate in product or 

sterility issues). Regulatory discretion may be employed to address shortages to mitigate any 

significant risk to patients. 

❑ FDA also works with other firms making the drugs that are in shortage to help them ramp up 

production if they are willing to do so. Often they need new production lines approved or need new 

raw material sources approved to help increase supplies. FDA can and does expedite review of 

these to help resolve shortages of medically necessary drugs. FDA can't require the other firms to 

increase production.

❑ When a shortage occurs and a firm has inventory that is close to expiry or already expired, if the 

company has data to support extension of the expiration dating for that inventory, FDA is able to 

review this and approve the extended dating to help increase supplies until new production is 

available. 

❑ When the US manufacturers are not able to resolve a shortage immediately and the shortage 

involves a critical drug needed for US patients, FDA may look for a firm that is willing and able to 

redirect product into the U.S. market to address a shortage.

24

FDA Action

Frequently Asked Questions about Drug Shortages, FDA, 2018

https://www.fda.gov/drugs/drug-shortages/frequently-asked-questions-about-drug-shortages#q5
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Number of Drug Shortages Averted:

25

FDA Action

Drug Shortages Infographic, FDA, 2018

https://www.fda.gov/drugs/drug-shortages/text-version-drug-shortages-infographic
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Congress Probes Generic Drug Price Increases

• Senators Bernie Sanders and Elijah Cummings in November 2014 announced 

they were investigating why some generic drug prices have risen hundreds to 

thousands of percent.

• They claimed that between July 2013 and July 2014 prices of more than 1,200 

generic medications increased and average of 448 percent.

❑ Albuterol Sulfate’s average cost for a bottle of 100 pills was $11 in in October 2013. By April 2014 it 

was $434.

❑ Doxycycline Hyclate’s average cost for a bottle of 500 tablets was $20 in October 2013. By April 

2014 it was $1,849

❑ Digoxin went from  $0.12 a pill in July 2013 to $1.06 in June 2014.

❑ Divalproex Sodium ER went from  $0.27 a pill in July 2013 to $2.38 in June 2014.

• They also cited a survey that found pharmacists ability to continue to serve 

patients was being substantially impaired by these price increases.
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Generic Drug Price Increases 

• Out of a research sample of 4421 drug groups, 222 drug groups 

increased in price by 100% or more between Nov13 and Nov14.

❑ Some extreme cases (17 drug groups) where price increases of more than 1000% 

were seen.

❑ Tetracycline:  between Nov’13 and Nov’14, it’s per tablet price increased from $0.0345 

to $2.3632. 

❑ The rights to Daraprim were purchased in August 2015 by a new company, Turing 

Pharmaceuticals, which promptly increased the price from $13.50 per tablet to $750 

per tablet -- a 5,000 percent jump.

27
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Generic Drug Price Increases 
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Congress Probes Generic Drug Price Increases 

• In November 2014 legislation was introduced to require drug companies 

to reimburse Medicaid if they raise the prices of their generic drugs more 

quickly than the price of inflation.

• Current law already requires these rebates when brand name prices 

increase.

• The Medicaid Generic Drug Price Fairness Act, S. 2948 and H.R. 5748 

would amend the law to apply this rebate provision to generic drugs.

• The Congressional Budget Office estimated Medicaid could save over 

$500 million dollars over the next ten years.
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The Gray Market 

• Market Factors including Drug Shortages and Drug Price Increases 

have led to the emergence of gray markets.

❑ Secondary and tertiary wholesalers 

❑ Diverted products 

❑ Sale of Products from overseas 

• Creates ethical and logistical burdens.

❑ Choice of utilizing a lifesaving medication 

❑ Establishing proper pedigree 

❑ Choosing reliable wholesalers 
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Examples of the Gray Market 

• Three California men and a Minnesota company were charged in an 

indictment in May 2015 in the Southern District of Ohio for their roles in 

a massive prescription drug diversion scheme. 

• The indictment alleges that Minnesota Independent Cooperative Inc. 

(MIC) engaged in a conspiracy to sell prescription drugs from illegal, 

unlicensed sources to wholesalers and pharmacies throughout the 

United States.  

• The 12-count indictment charges the defendants with conspiracy to 

commit mail and wire fraud, multiple counts of mail fraud, and 

conspiracy to distribute prescription drugs without a license and to make 

false statements. 

31



© 2019, Wilentz, Goldman & Spitzer, P.A. 

• The United States Attorney for the Southern District of New York announced in 

December 2015 the unsealing of an indictment charging RANDY CROWELL, 

a/k/a “Roger,” with fraudulently distributing, through his Utah-based wholesale 

distribution company, more than $100 million worth of prescription drugs 

obtained through a nationwide black market – drugs that were then dispensed 

by pharmacies to unsuspecting customers. 

• To maximize their profits, Defendants allegedly focused on some of the most 

expensive medications on the market, including those used to treat HIV/AIDS. 

As detailed in the indictment, many of the bottles were purchased through the 

underground market and then distributed as safe, legitimate medications. To 

conceal the fact that they had been previously dispensed, the bottles were 

typically “cleaned” with hazardous chemicals such as lighter fluid before being 

transported and stored in conditions that were frequently unsanitary and 

insufficient to ensure the safety and efficacy of the medication. 

32
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• Abbott Laboratories has filed a federal lawsuit against distributors and 

pharmacies accusing them of importing and selling products from other 

countries and selling them illegally in the US.

• The company says the diversion activity affects its FreeStyle brand of 

glucose testing strips used by diabetics and is costing it millions of 

dollars every year.

• The strips can be purchased at a lower price overseas, with the 

difference allowing the defendants to make a “hefty profit” from their sale 

in the US. Wholesalers are alleged to be at the centre of the conspiracy, 

according to the plaintiff.

33

Examples of the Gray Market 
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The Emergence of a Gray Market 

• U.S. Representative Elijah Cummings is investigating the “gray market” 

sales of drugs in short supply. 

• As part of this investigation, Cummings obtained confidential information 

relating to companies that allegedly charge prices many times higher 

than those negotiated with authorized manufacturers and distributers. 

• The investigation has included wholesalers, pharmacies, and other 

healthcare providers. 

34

Investigation of the “Gray Market,” House Committee on Oversight and Reform

https://oversight.house.gov/investigations/investigation-of-the-gray-market
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• Drugs reviewed by Congressman Cummings include:

❑ Cytarabine

❑ Paclitaxel 

❑ Leucovorin

❑ Fluorouracil

❑ Magnesium Sulfate

• Specially licensed brokers who seek out supplies of medication in short 

supply, secure the remaining supplies and remarket them with significant 

markups.

❑ Price increases: 200% to 4500%

❑ Average Increase: 650%

❑ Cytarabine normal price: $12/vial Increased to $990/vial

35

The Emergence of a Gray Market 

Investigation of the “Gray Market,” House Committee on Oversight and Reform

“Gray Market, Black Heart: Pharmaceutical Gray Market Finds a Disturbing Niche During the Drug Shortage Crisis.” Institute for Safe Medication Practices, 2011 Aug 25

https://oversight.house.gov/investigations/investigation-of-the-gray-market
https://www.ismp.org/resources/gray-market-black-heart-pharmaceutical-gray-market-finds-disturbing-niche-during-drug
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Drug Pedigree

• Gray Market medications can exchange hands many times.

• Only about ½ the states have drug pedigree laws.

❑ Enforced at the state level so every law is different.

• Creates uncertainty about authenticity, the proper storage and handling, 

and the viability of the drug.
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“Gray Market, Black Heart: Pharmaceutical Gray Market Finds a Disturbing Niche During the Drug Shortage Crisis.” Institute for Safe Medication Practices, 2011 Aug 25

https://www.ismp.org/resources/gray-market-black-heart-pharmaceutical-gray-market-finds-disturbing-niche-during-drug
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Online Pharmacies

• Desperate patients and hospitals may turn to online sources.

• NABP surveyed over 11,000 websites:

❑ 96% are operating illegally.

❑ 6,812 (>85%) do not require valid prescriptions.

❑ 3,687 offer foreign/non FDA approved Rx.

❑ 2,100 have physical addresses outside the US.

❑ 2,878 have server locations in foreign countries.
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"NABP Issues Rogue Online Pharmacy Public Health Alert," National Association of Boards of Pharmacy® (NABP®), 28 July 2011

Letter to Congress regarding Canadian online pharmacies, National Association of Boards of Pharmacy® (NABP®), 10 February 2017

https://nabp.pharmacy/newsroom/news/nabp-issues-rogue-online-pharmacy-public-health-alert/
https://nabp.pharmacy/wp-content/uploads/2016/07/Letter-to-Congress-re-Canadian-Online-Pharmacies-2-10-17-final.pdf
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Online Pharmacies

• Verified Internet Pharmacy Practice Sites (VIPPS) certified by the NABP:

❑ Only 73 online pharmacies are certified *

• To be VIPPS accredited, a pharmacy must:

❑ Comply with the licensing and inspection requirements of their state and each state to which they 

dispense pharmaceuticals.

❑ Have demonstrated to NABP compliance with VIPPS criteria including 

‒ patient rights to privacy

‒ authentication and security of prescription orders, 

‒ adherence to a recognized quality assurance policy 

‒ provision of meaningful consultation between patients and pharmacists.

• Issue of potential legislation for dispensing of non-United States (US) Food and 

Drug Administration (FDA)- approved medicines to patients in the US from 

online pharmacies, including Canadian online pharmacies.**
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*VIPPS-Accredited Pharmacies List, National Association of Boards of Pharmacy

**Letter to Congress regarding Canadian online pharmacies, National Association of Boards of Pharmacy® (NABP®), 10 February 2017

https://nabp.pharmacy/programs/vipps/vipps-accredited-pharmacies-list/
https://nabp.pharmacy/wp-content/uploads/2016/07/Letter-to-Congress-re-Canadian-Online-Pharmacies-2-10-17-final.pdf
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Good Practices 

• Recognize that the drugs may be counterfeit, stolen, diverted, 

mishandled, and/or adulterated.

• Develop an institutional policy on how to deal with gray vendors.

• Purchase only from authorized distributors or a verified-accredited 

wholesale distributor.

• Be wary of deep discounts.

39

“Gray Market, Black Heart: Pharmaceutical Gray Market Finds a Disturbing Niche During the Drug Shortage Crisis.” Institute for Safe Medication Practices, 2011 Aug 25

https://www.ismp.org/resources/gray-market-black-heart-pharmaceutical-gray-market-finds-disturbing-niche-during-drug
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• Require non-authorized distributors to provide pedigree.

• Keep a list of suspect distributors.

• Compare with original manufacturer’s product to see if there are 

differences.

• Report suspect medications and pedigree violations to the BOP, FDA, 

and FTC.

40

Good Practices 

“Gray Market, Black Heart: Pharmaceutical Gray Market Finds a Disturbing Niche During the Drug Shortage Crisis.” Institute for Safe Medication Practices, 2011 Aug 25

https://www.ismp.org/resources/gray-market-black-heart-pharmaceutical-gray-market-finds-disturbing-niche-during-drug
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Drug Quality and Security Act (DQSA)

• The Drug Quality and Security Act (DQSA) was signed into law by 

President Obama on November 27, 2013.

• Title II of the Act is the Drug Supply Chain Security Act.

• Outlines critical steps to build an electronic, interoperable system to 

identify and trace certain prescription drugs as they are distributed in 

the United States. 
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Goals 

• Establish standardized documentation to be used by members of the 

pharmaceutical distribution supply chain to convey the transaction 

information, transaction history, and transaction statement to the 

subsequent purchaser of a product and to facilitate the exchange of lot level 

data.

• Within ten years, the system will facilitate the exchange of information at the 

individual package level about where a drug has been in the supply chain.

• The new system will: 

❑ enable verification of the legitimacy of the drug product identifier down to the package level;

❑ enhance detection and notification of illegitimate products in the drug supply chain; and

❑ facilitate more efficient recalls of drug products.
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Goals (cont.) 

• Product identification: Manufacturers and repackagers to put a unique product 

identifier on certain prescription drug packages, for example, using a bar code 

that can be easily read.

• Product tracing: Manufacturers, wholesaler drug distributors, repackagers, and 

many dispensers (primarily pharmacies) in the drug supply chain to provide 

information about a drug and who handled it each time it is sold in the U.S. 

market.

• Product verification: Manufacturers, wholesaler drug distributors, repackagers, 

and many dispensers (primarily pharmacies) to establish systems and 

processes to be able to verify the product identifier on certain prescription drug 

packages.

• Detection and response: Manufacturers, wholesaler drug distributors, 

repackagers, and many dispensers (primarily pharmacies) to quarantine and 

promptly investigate a drug that has been identified as suspect, meaning that it 

may be counterfeit, unapproved, or potentially dangerous.
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• Notification: Manufacturers, wholesaler drug distributors, repackagers, 

and many dispensers (primarily pharmacies) to establish systems and 

processes to notify FDA and other stakeholders if an illegitimate drug is 

found.

• Wholesaler licensing: Wholesale drug distributors to report their 

licensing status and contact information to FDA. This information will 

then be made available in a public database.

• Third-party logistics provider licensing: Third-party logistic providers, 

those who provide storage and logistical operations related to drug 

distribution, to obtain a state or federal license.

44

Goals (cont.) 
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at Rutgers College of Pharmacy for over 30 years. In addition, Mr. Cifaldi 

presents numerous continuing education seminars on pharmacy law related 

issues for groups such as Rutgers University, New Jersey Pharmaceutical 

Association, Garden State Pharmacy Owners Association, Westchester and 

Rockland Society of Pharmacists, Pakistani-American Pharmacists Association, 

Indo American Pharmaceutical Society, New York State Department of Health-

AIDS Institute, New Jersey Institute of Continuing Legal Education, and others.
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Wilentz, Goldman & Spitzer, P.A. 

A registered pharmacist in New Jersey, Satish V. Poondi represents clients 

from all sectors of the pharmacy industry, including: independent 

pharmacies, pharmacists, pharmacy technicians, healthcare 

professionals, retail chains, wholesalers, hospitals, and compounding 

pharmacies before the New Jersey Board of Pharmacy, New Jersey 

Medicaid, Medicare, the Drug Enforcement Administration and the Office 

for Civil Rights, and other licensing boards.

As a member of the firm’s Cyber State Legal Resource Group, Mr. Poondi 

consults with pharmacies and other healthcare providers on a variety of 

issues relating to the transmission and receipt of patient records, 

including: developing policy manuals, drafting privacy notices and related 

documents, conducting employee training regarding HIPAA compliance 

and data sharing, regulatory filing requirements, and business associate 

agreements related to Medication Therapy Management.
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