
UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF WISCONSIN 

 
 
UNITED STATES OF AMERICA, and THE STATE OF WISCONSIN, 
ex rel. DR. TOBY TYLER WATSON, 
 

Plaintiffs, 
v. Case No. 11-CV-236-JPS 
 
JENNIFER KING VASSEL, et al., 
 

Defendant. 
 
 

RELATOR'S RENEWED MOTION IN LIMINE Re: FALSE 
CLAIMS 

 
Pursuant to this Court's October 2, 2013, and November 5, 2013 Orders, Document 

Numbers 116 and 137, respectively, Relator, Dr. Toby Tyler Watson, as to the determination of 

whether the prescriptions at issue in this matter presented to Medicaid are false claims,  

(a) renews his motion to limit testimony and argument to whether the prescriptions are 

for medically accepted indications as defined under 42 U.S.C. § 1396r–8(k)(6), 

§1396r–8(g)(1)(B)(i),  

and, in connection therewith,  

(b) moves specifically to exclude the expert testimony of Jacob J. Olson, Pharm. D., 

and  Ronald J. Diamond, M.D., and the lay testimony of Martha Rolli, M.D. 

Dated this 18th day of November, 2013. 

 
LAW PROJECT FOR PSYCHIATRIC 

RIGHTS, INC. 
 

s/ James B. Gottstein   
James B. Gottstein (Alaska Bar # 7811100) 
Attorney for relator Dr. Toby Tyler Watson 
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James B. Gottstein 
Law Project for Psychiatric Rights 
406 G Street, Suite 206 
Anchorage, AK 99501 
 
Phone: (907) 274-7686 
Fax: (907) 274-9493 
e-mail: jim.gottstein@psychrights.org 
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UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF WISCONSIN 

 
 
UNITED STATES OF AMERICA, and  
THE STATE OF WISCONSIN, 
ex rel. DR. TOBY TYLER WATSON, 
 

Plaintiffs, 
v. Case No. 11-CV-236-JPS 
 
JENNIFER KING VASSEL, et al., 
 

Defendant.      ORDER 
 

 

 
At Docket # ___, Relator, Dr. Toby Watson has moved, as to the determination of 

whether the prescriptions at issue in this matter presented to Medicaid are false claims, for an 

order limiting testimony and argument to whether the prescriptions were written for a 

medically accepted indication as defined under 42 U.S.C. § 1396r–8(k)(6), §1396r–

8(g)(1)(B)(i), including specifically to exclude the expert testimony of Jacob J. Olson, 

Pharm.D., and Ronald J. Diamond, M.D., and the testimony of Martha Rolli, M.D., as to the 

application of the phrase medically indicated in medicine. 

Medicaid can only provide reimbursement for "covered outpatient drugs." 42 U.S.C. §§ 

1396b(i)(10), 1396r–8(a)(3). Covered drugs do not include any drugs "used for a medical 

indication which is not a medically accepted indication."  42 U.S.C. § 1396r–8(k)(3).  

Helpfully, "medically accepted indication" is a statutorily-defined term that refers to a 

prescription purpose approved by the Food, Drug, and Cosmetic Act, 21 U.S.C. § 301 et seq., 

or "supported by" any of several identified "compendia," 42 U.S.C. § 1396r–8(k)(6), § 1396r–

8(g)(1)(B)(i) (listing as approved "compendia" the American Hospital Formulary Service Drug 
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Order Granting Relator's Renewed Motion In Limine Re: False Claims 2 

Information, the United States Pharmacopeia–Drug Information (or its successor publications), 

and the DRUGDEX Information System).  U.S. v. King Vassel, 728 F.3d 707, 715 (7th Cir. 

2013). 

Inasmuch as the sole question to be determined with respect to whether the 

prescriptions presented to Medicaid at issue in this case are false claims is whether the 

prescriptions written by Dr. King-Vassel were for a medically accepted indication as defined 

under 42 U.S.C. § 1396r–8(k)(6), §1396r–8(g)(1)(B)(i),  

IT IS ORDERED that Dr. Watson's Renewed Motion In Limine Re: False Claims at 

Docket # _____ be and the same is hereby GRANTED.   

IT IS FURTHER ORDERED, that Dr. Watson's motion that testimony and argument 

as to whether the prescriptions presented to Medicaid at issue in this action are false claims be 

limited to whether such prescriptions are for a prescription purpose approved by the Food, 

Drug, and Cosmetic Act, 21 U.S.C. § 301 et seq., or "supported by" any of several identified 

"compendia," 42 U.S.C. § 1396r–8(k)(6), § 1396r–8(g)(1)(B)(i) be and the same is hereby 

GRANTED; and 

IT IS FURTHER ORDERED that Dr. Watson's motion to exclude the expert 

testimony of Jacob J. Olson, Pharm.D., and Ronald J. Diamond, M.D., and the lay testimony of 

Martha Rolli, M.D., be and the same is hereby GRANTED. 

Dated at Milwaukee, Wisconsin, this ______ day of 2013. 
 

 
BY THE COURT: 

 
 

   
J.P. Stadtmueller 
U.S. District Judge 
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UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF WISCONSIN 

 
 
UNITED STATES OF AMERICA, and THE STATE OF WISCONSIN, 
ex rel. DR. TOBY TYLER WATSON, 
 

Plaintiffs, 
v. Case No. 11-CV-236-JPS 
 
JENNIFER KING VASSEL, et al.,  
 

Defendant. 
 
 

BRIEF IN SUPPORT OF 
RELATOR'S RENEWED MOTION IN LIMINE Re: FALSE 

CLAIMS 

 
Pursuant to this Court's October 2, 2013, and November 5, 2013, Orders, Document 

Numbers 116 and 137, respectively, Relator, Dr. Toby Tyler Watson (Dr. Watson), as to the 

determination of whether the prescriptions at issue in this matter presented to Medicaid are false 

claims, has  

(a) renewed his motion to limit testimony and argument to whether the prescriptions are 

for medically accepted indications as defined under 42 U.S.C. § 1396r–8(k)(6), 

§1396r–8(g)(1)(B)(i),  

and, in connection therewith,  

(b) moved specifically to exclude the expert testimony of Jacob J. Olson, Pharm. D., 

and  Ronald J. Diamond, M.D., and the lay testimony of Martha Rolli, M.D. 

I. PREVIOUS MOTION & ORDERS 

On September 14, 2013, through Document No. 102, Dr. Watson filed a motion in limine 

to restrict testimony on the question of whether the prescriptions at issue in this matter are false 
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Relator's Renewed Motion In Limine  
Re: False Claims  2 

claims to whether they are for medically accepted indications as defined under 42 U.S.C. 

§1396r–8(k)(6), §1396r–8(g)(1)(B)(i).1   

In its October 2, 2013, Order, Document No. 116, p. 5, this Court deferred a decision 

pending further discovery and briefing on whether Wisconsin has determined to reimburse 

prescriptions that are not for medically accepted indications as defined under 42 U.S.C. §1396r–

8(k)(6), §1396r–8(g)(1)(B)(i).  In its November 5, 2013, Order concerning three discovery 

motions, Document No. 137, this Court noted: 

The court left open the question of whether Wisconsin can or does take steps to 
allow reimbursement for off-label prescriptions, which the Court noted is an open 
question. Without more evidence and argument—which the Court anticipates will 
likely come in the form of motions in limine prior to trial, once the parties' 
discovery efforts are nearing an end— 

This is such a motion. 

II. FURTHER DISCOVERY 

Since this Court's October 2, 2013, Order, Document No. 116, the Defendant, Dr. 

Jennifer King-Vassel (Dr. King) has conducted no formal discovery on the issue of whether 

Wisconsin has determined to reimburse prescriptions that are not for a medically accepted 

indication as defined under 42 U.S.C. §1396r–8(k)(6), §1396r–8(g)(1)(B)(i), i.e., for uses not 

approved under the Food, Drug, and Cosmetic Act, 21 U.S.C. § 301 et seq. (FDCA), or 

supported by any of the compendia.  However Dr. King has named two experts, Jacob J. Olson, 

Pharm.D., and Ronald J. Diamond, M.D., and a lay witness, Martha Rolli, M.D., and provided 

                                                            
1 In that motion Dr. Watson phrased it as whether the prescriptions were "off-label, and if so, 
whether they are supported by one of the statutorily incorporated drug references known as 
"compendia."  "Off-label" was defined as a use not supported under the Food, Drug, and 
Cosmetic Act (FDCA), 21 U.S.C. § 301 et seq.  However, in light of the way the term off label 
has not always been used in that specific way in this litigation, in this renewed motion, it seems 
best to just use the statutory language of "medically accepted indication," as defined under 42 
U.S.C. §1396r–8(k)(6), §1396r–8(g)(1)(B)(i). 
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Relator's Renewed Motion In Limine  
Re: False Claims  3 

documents which it asserts supports its position.  Since this Court's November 5, 2013, Order, 

Document No. 137, Dr. Watson has deposed Dr. King, has received the State of Wisconsin's 

electronic discovery response, and is seeking further discovery from records custodians as 

allowed in this Court's November 5, 2013, Orders, Document Nos. 137 & 138.   

A. Dr. King's Named Experts 

1. Jacob Olson, Pharm.D. 

The entirety of Dr. Olson's proffered expert report, Exhibit 1, is as follows: 

I have reviewed the complaint in this case, the Encompass Effective 
Mental Health Services, Inc. records for patient N.B., and Dr. King's brief in 
support of summary judgment, filed in July 2012.  I have also reviewed 
formularies for Managed Health Services for the period of time alleged in the 
complaint, and am familiar with the formularies of Medicaid and Managed Health 
Services based on my service on the pharmacy and therapeutics committee of 
MHS and the Medicaid drug utilization board.  My opinions are also based on my 
education and experience practicing in Wisconsin. 

The compendia is not used in writing prescriptions, as reimbursement for 
prescription medication is done pursuant to formularies and pre-authorizations.  
Reimbursement for prescription medication is not defined by the compendia.  The 
writing of a prescription for medication for minors does not cause Medicaid 
coverage of fraudulent billing. 

A copy of my CV is attached.  I have not previously testified as an expert 
at trial or in a deposition.  My publication list is attached.  I charge $200 an hour. 

The opinions expressed in this report are provided to a reasonable degree 
of pharmaceutical probability. 

2. Ronald J. Diamond M.D. 

The entirety of Dr. Diamond's expert report, Exhibit 2, is as follows: 

I have reviewed the complaint in this case, the Encompass Effective 
Mental Health Services, Inc records for patient N.B. and Dr. King's brief in 
support of summary judgment filed in July 2012.  I have been a practicing 
physician in Wisconsin for more than 36 years.  For a number of years I was staff 
consultant to the Medicaid Drug Utilization board, and then joined the board as a 
voting member in 2004. 
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Relator's Renewed Motion In Limine  
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Medication decisions are made in the best interest of the patient, and are 
not limited to any specific formulary.  The Medicaid formulary is referred to only 
in so far as prescribing medications listed in formulary does not require a prior 
authorization be filled out.  Wisconsin, and many other states, specifically allow 
for medications to be filled off of formulary restrictions through the use of a prior 
authorization form.  This is considered a regular part of medical practice. 

Medications are regularly and routinely used outside of FDA indications.  
Within Medicaid and the other commonly used pharmacy benefit management 
systems, diagnosis and indications are not even collected.   Many of the 
medications that are considered "first line" by expert consensus guidelines are 
recommended outside of FDA indications.  It is generally understood that 
pharmaceutical companies apply for specific FDA indications for business rather 
than medical or scientific reasons. 

Physicians are compensated for using their best medical judgment. They 
are not compensated for writing a specific prescription.  I am equally 
compensated if my best medical judgment is to recommend a medication that is 
off a particular formulary, or is over-the-counter and not prescription at all, or is 
to not use a medication at all. 

The opinion expressed I (sic) this report is provided to a reasonable degree 
of medical certainty.  I normally charge $425 an hour as expert witness, but am 
waiving my fee for the first 20 hours.  A copy of my CV is attached. 

B. Martha L (Molli) Rolli, MD 

Dr. King also identified Martha L. (Molli) Rolli, M.D., as a lay witness who "may be 

called to testify as to the application of the phrase medically indicated in medicine."  Exhibit 3. 

C. Defendant's Response to November 5, 2013, Order, Document No. 137 

At Document No. 127, among other things, Dr. Watson moved for an order to compel 

defendant Dr. King, by November 7, 2013, to:  

. . . 2. Supplement her Initial Disclosures with respect to her defense that 
prescriptions presented to Medicaid that are not written for a medically accepted 
indication as defined under 42 U.S.C. § 1396r–8(k)(6), §1396r–8(g)(1)(B)(i) (off-
label and not supported by any compendia), are not false claims under the False 
Claims Act, 31 U.S.C. § 3729, et seq.  

At Document 137, p. 10, this Court granted Dr. Watson's motion "in this regard."  No 

supplementation of Dr. King's Initial Disclosures was made before the November 7, 2013, 
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Relator's Renewed Motion In Limine  
Re: False Claims  5 

deadline,2 but the defendant did bring to her November 11, 2013, deposition documents she 

asserts support her defense that prescriptions not written for a medically accepted indication are 

not false claims.  Exhibit 4, pp 32-33; Exhibit 6, pp 1-16. 

D. Dr. King Deposition 

At her November 11, 2013, deposition, Dr. King did not bring any documents responsive 

to the subpoena commanding her to bring: 

2. All documents, references, or other information, or any combination, 
she relied upon since March 2, 2005 through present before writing a prescription 
for a Medicaid recipient to determine whether such prescription was covered for 
purposes of reimbursement, i.e., properly paid by Medicaid. 

Exhibit 5, p 1; Exhibit 4, pp. 14-15.  Dr. King also did not bring any documents responsive to 

the subpoena commanding her to bring: 

5. Any and all documents, references, or other information, or written 
communications with any person, entity, or governmental agency, other than 
counsel, from the time she was licensed to practice medicine in Wisconsin to date, 
regarding Medicaid drug coverage.  

Exhibit 5, p. 2; Exhibit 4, p. 17. 

In fact, the only documents Dr. King brought to her deposition were (1) the above 

described documents to support her argument that because doctors can legally prescribe drugs 

for any use once the Food and Drug Administration (FDA) has approved it for a particular 

use(s), prescriptions to Medicaid patients that are not for a medically accepted indication as 

defined under 42 U.S.C. § 1396r–8(k)(6), §1396r–8(g)(1)(B)(i) do not constitute false claims, 

and (2) a summary of prescriptions from the year 2005.  Exhibit 6.  Dr. King testified that only 

within the previous month did she first see these documents she produced to support her 

                                                            
2 The Court did not explicitly state the deadline was November 7th in its Order, but it did "grant 
Watson's motion in this regard."  Document No. 137, p. 10. 
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Relator's Renewed Motion In Limine  
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argument that because doctors can legally prescribe drugs for any use once the Food and Drug 

Administration (FDA) has approved it for a particular use(s), prescriptions to Medicaid patients 

that are not for a medically accepted indication as defined under 42 U.S.C. § 1396r–8(k)(6), 

§1396r–8(g)(1)(B)(i) do not constitute false claims. Exhibit 4, pp. 52-53.   

At her deposition, Dr. King also testified that she assumed if a drug was on the 

formulary, a prescription for any use was proper unless it was subject to specific limitations on 

age or diagnosis (requiring prior authorization).  Exhibit 4, p. 45. 

Additional testimony of Dr. King at her deposition is discussed below in connection with 

the knowingly element of liability under the False Claims Act. 

III. ANALYSIS 

A. Overview 

Through its Order granting summary judgment, Docket No. 59, page 11,this Court held: 

A "false or fraudulent claim" occurs when Medicaid pays for drugs that are not 
used for an indication that is either approved by the Food, Drug, and Cosmetic 
Act (FDCA) or supported by a drug compendia. 

In its opinion, the Court of Appeals affirmed: 

Medicaid can only provide reimbursement for "covered outpatient drugs." 42 
U.S.C. §§ 1396b(i)(10), 1396r–8(a)(3). Covered drugs do not include any drugs 
"used for a medical indication which is not a medically accepted indication." 42 
U.S.C. § 1396r–8(k)(3).  . . . Helpfully, "medically accepted indication" is a 
statutorily-defined term that refers to a prescription purpose approved by the 
Food, Drug, and Cosmetic Act, 21 U.S.C. § 301 et seq., or "supported by" any of 
several identified "compendia," 42 U.S.C. § 1396r–8(k)(6), § 1396r–8(g)(1)(B)(i). 

U.S. v. King-Vassel, 728 F.3d 707, 715 (7th Cir. 2013). 
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Relator's Renewed Motion In Limine  
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Because of this, in Dr. Watson's view, there are just two factual issues in this case: 

1. Were specific prescriptions written by Dr. King to pediatric Medicaid patients not for 

a medically accepted indication as defined under 42 U.S.C. § 1396r–8(k)(6), §1396r–

8(g)(1)(B)(i), and therefore false claims? 3  

and  

2. Did Dr. King know, within the meaning of the False Claims Act, 31 U.S.C. 

§3729(a)(1)(A), and §3729(b) that such prescriptions were false claims because they 

were not for a medically accepted indication as defined under 42 U.S.C. § 1396r–

8(k)(6), §1396r–8(g)(1)(B)(i)? 

Dr. Watson's original Motion In Limine, Document No. 102, which this motion renews, also 

sought to limit testimony regarding whether prescriptions written by Dr. King and presented to 

Medicaid were false claims to whether they were for a medically accepted indication as defined 

under 42 U.S.C. § 1396r–8(k)(6), §1396r–8(g)(1)(B)(i). 

In its October 2, 2013, Order, Document No. 116, pp 3-5, regarding the Motion In 

Limine, however, this Court left open the possibility that the State of Wisconsin might be 

allowed to reimburse for prescriptions not for a medically accepted indication as defined under 

42 U.S.C. § 1396r–8(k)(6), §1396r–8(g)(1)(B)(i), or even if it is not allowed to reimburse for 

such prescriptions, if Wisconsin represented to physicians that it will reimburse the prescriptions 

anyway, such information would be relevant to determining whether Dr. King had the required 
                                                            
3 Dr. King may rely on "prior authorizations" for certain prescriptions to convert prescriptions 
that were issued for a use that is not a medically accepted indication from a false claim to a 
prescription that was properly reimbursed, but prior authorizations under 42 U.S.C. § 1396r-
8(d)(1)(A) only operate to restrict reimbursement for otherwise "covered outpatient drugs," 
which by definition do not include prescriptions for an indication that is not a medically accepted 
indication as defined under 42 U.S.C. § 1396r–8(k)(6), §1396r–8(g)(1)(B)(i).  However, such 
prior authorizations could impact whether Dr. King had the required level of knowledge to be 
found liable under the False Claims Act for having caused a false claim. 
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Relator's Renewed Motion In Limine  
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level of knowledge to be found liable for having submitted a false claim.  This Court then 

indicated the parties should engage in discovery on the topic, and denied Dr. Watson's motion in 

limine without prejudice subject to renewal, together with additional briefing, after the parties 

have had an opportunity to engage in further discovery.  This was reiterated in this Court's 

November 5, 2013, Order, Document No. 137, p. 4. 

Heretofore, the State of Wisconsin has declined to take a position on whether it has 

determined to cover prescriptions that are not for a medically accepted indication as defined 

under 42 U.S.C. § 1396r–8(k)(6), §1396r–8(g)(1)(B)(i).  Perhaps a request from the Court to do 

so will yield a position.  However, Dr. Watson respectfully suggests that a response by 

Wisconsin, or a conclusion by this Court, that Wisconsin has determined to cover prescriptions 

not for a medically accepted indication as defined under 42 U.S.C. § 1396r–8(k)(6), §1396r–

8(g)(1)(B)(i) can only apply to Dr. Watson's claims on behalf of the State of Wisconsin, not Dr. 

Watson's claims on behalf of the United States.   

B. Dr. King's Knowledge Under the False Claims Act 

Under 31 U.S.C. §3729(b)(1): 

(1) the terms "knowing" and "knowingly" -- 

(A) mean that a person, with respect to information-- 

(i) has actual knowledge of the information; 

(ii) acts in deliberate ignorance of the truth or falsity of the information; or 

(iii) acts in reckless disregard of the truth or falsity of the information; and 

(B) require no proof of specific intent to defraud; 
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First, the United States Supreme Court has held government agent representations do not 

negate knowledge, i.e., do not create an estoppel: 

Protection of the public fisc requires that those who seek public funds act with 
scrupulous regard for the requirements of law; respondent could expect no less 
than to be held to the most demanding standards in its quest for public funds. This 
is consistent with the general rule that those who deal with the Government are 
expected to know the law and may not rely on the conduct of Government agents 
contrary to law. 

Heckler v. Community Health Services, 467 U.S. 51, 63, 104 S.Ct. 2218, 2225 (1984), emphasis 
added.  

Citing to Heckler, in Edgewater Hospital v. Bowen, 857 F.2d 1123, 1138 (7th Cir. 1988), 

amended at 866 F.2d 228, the Seventh Circuit recognized a limited exception: 

The Supreme Court has questioned whether "estoppel can ever be appropriately 
applied against the Government." The general rule is that reliance on 
misinformation provided by a government employee (or agent) does not provide a 
basis for estoppel. However, various circuits have invoked the doctrine against the 
government in narrowly defined circumstances. This court set forth its standard 
for applying estoppel against a government agency in Portmann v. United States, 
674 F.2d 1155 (7th Cir.1982): 

First, the party to be estopped must know the facts. Second, this party 
must intend that his conduct shall be acted upon, or must so act that the 
party asserting estoppel has a right to believe it is so intended. Third, the 
party asserting estoppel must have been ignorant of the facts. Finally, the 
party asserting estoppel must reasonably rely on the other's conduct to his 
substantial injury. 

 674 F.2d at 1167. In addition to these traditional private law elements of the 
estoppel doctrine, we require that the party asserting estoppel establish that the 
government's action amounted to affirmative misconduct. Although the Supreme 
Court has not yet addressed the appropriateness of this additional element, many 
circuits have required it. 

The party claiming estoppel has the burden of demonstrating the elements. 

(emphasis added, some citations and footnotes omitted). 

Also citing to Heckler, in Hagood v.Sonoma County Water Agency, 929 F. 2d 1416 (9th 

Cir. 1991), the Ninth Circuit held that United States government officials' approval of a contract 
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based on an erroneous interpretation of law did not defeat a False Claims Act cause of action, 

and reversed the district court's dismissal under Fed. R. Civ. Proc. 12(b)(6). 

It is upon this body of law that Dr. Watson relies to establish the knowledge element for 

the prescriptions written to N.B.  Dr. Watson acknowledges this Court's Order of October 2, 

2013, Document No. 116, casts doubt on whether this Court will apply to the facts in this case 

the principle that estoppel will not lie against the government.  Even if this Court does not apply 

the principle that estoppel against the government does not apply in this case, Dr. King must still 

affirmatively prove the representation and that she relied upon it.  General expert testimony 

regarding prescribing practices and the reimbursement process do not establish this. 

However, even if she can establish an estoppel for the prescriptions identified in the 

Complaint, prescriptions written after  

(a) Dr. King was served with the Complaint in this matter,  

(b) this Court held prescriptions that were not for a medically accepted indication as 

defined under 42 U.S.C. § 1396r–8(k)(6), §1396r–8(g)(1)(B)(i) constitute false 

claims, Document No. 59, p. 11, and  

(c) the Court of Appeals affirmed this on appeal, 728 F.3d at 715, 

are a different matter.   

In its opinion, the Court of Appeals held the reckless disregard standard is met when the 

person "failed 'to make such inquiry as would be reasonable and prudent to conduct under the 

circumstances,' " or "when the actor knows or has reason to know of facts that would lead a 

reasonable person to realize."  785 F.3d at713.  Dr. King was certainly put on notice that 

prescriptions not for a medically accepted indication as defined under 42 U.S.C. § 1396r–8(k)(6), 

§1396r–8(g)(1)(B)(i) constituted false claims when she was served with the Complaint in this 

Case 2:11-cv-00236-JPS   Filed 11/18/13   Page 10 of 20   Document 145



Relator's Renewed Motion In Limine  
Re: False Claims  11 

matter.  By this Court's Order on October 23, 2012, Dr. King was not only put on notice, there 

was a judicial ruling that such prescriptions constituted false claims.  And on August 28, 2013, 

the Court of Appeals affirmed that such prescriptions constituted false claims.  

In her deposition, Dr. King testified: 

(1) that she did not change her practice with respect to what prescriptions she would 

write to a Medicaid patient after being served with the Complaint, Exhibit 4, pp 45-

46; 

(2) that she doesn't recall if she read this Court's October 23, 2012, decision that 

prescriptions not for a medically accepted indication as defined under 42 U.S.C. § 

1396r–8(k)(6), §1396r–8(g)(1)(B)(i) presented to Medicaid constitute false claims, 

Document No. 59, and that she did not change anything in how she prescribed 

medication to Medicaid patients, Exhibit 4, pp 46 & 48; and 

(3) even if she had read the Court of Appeal's Opinion in this case where it affirmed 

that prescriptions not for a medically accepted indication as defined under 42 U.S.C. 

§ 1396r–8(k)(6), §1396r–8(g)(1)(B)(i) presented to Medicaid constitute false claims 

she wouldn't have changed her practice because she doesn't base her prescribing 

habits on statutes, Exhibit 4, p. 48. 

This certainly satisfies the reckless disregard standard for "knowingly" under the False Claims 

Act as a matter of law, and probably the deliberate ignorance standard as well. 

Thus, Dr. Watson respectfully suggests the only relevant fact inquiry with respect to 

prescriptions written after this Court's October 23, 2012, Decision, Document No. 59, is whether 

they were written for a medically accepted indication as defined under 42 U.S.C. §1396r–
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8(k)(6), §1396r–8(g)(1)(B)(i).  As a matter of law, Dr. King knowingly caused false claims 

within the meaning of the False Claims Act as to prescriptions written to Medicaid patients that 

were not for a medically accepted indication as defined under 42 U.S.C. §1396r–8(k)(6), 

§1396r–8(g)(1)(B)(i) after this Court's Order of October 23, 2012, Document 59.  Any 

representations by Wisconsin state officials or anyone else cannot negate the knowingly element 

in the face of court decisions in this case holding prescriptions written to Medicaid patients that 

were not for a medically accepted indication as defined under 42 U.S.C. §1396r–8(k)(6), 

§1396r–8(g)(1)(B)(i) constitute false claims. 

It is within the context of this overview that Dr. Watson respectfully submits this 

renewed motion in limine should be considered. 

C. The Proffered Expert Reports Are Insufficient 

First, the expert reports proffered by Dr. King do not meet the standard of Fed. R. Civ. 

Proc. 26(a)(2)(B) on their face.  Fed. R. Civ. Proc. 26(a)(2)(B) requires that at the time a 

retained expert is disclosed a written report prepared and signed by the proffered expert must be 

included and the report must contain,  

(i) a complete statement of all opinions the witness will express and the 
basis and reasons for them; 

(ii) the facts or data considered by the witness in forming them; 

Neither the expert report submitted by Dr. Olson, Exhibit 1, nor Dr. Diamond, Exhibit 2, 

the entirety of which are also set forth above, express the basis and reasons for their opinions or 

the facts or data considered by them in forming their expressed opinions.   

1. Dr. Olson's Expert Report Is Insufficient and Irrelevant 

With respect to Dr. Olson, his expert report, Exhibit 1, states his opinions are based on 

his "service on the pharmacy and thereapeutics committee of MHS and the Medicaid drug 
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utilization board," and his "education and experience practicing in Wisconsin."  This is not 

sufficient under Fed. R. Civ. Proc. 26(a)(2)(B).   

The only facts or data identified are (1) the Complaint in this case, (2) Dr. King's brief in 

support of summary judgment, and (3) the formularies for Managed Health Services for the 

period of time alleged in the complaint.  None of these have anything to do with the opinions 

expressed in his report.  More specifically, the opinions expressed by Dr. Olson in their entirety 

are: 

The compendia is not used in writing prescriptions, as reimbursement for 
prescription medication is done pursuant to formularies and pre-authorizations.  
Reimbursement for prescription medication is not defined by the compendia.  The 
writing of a prescription for medication for minors does not cause Medicaid 
coverage of fraudulent billing. 

The facts and data identified do not relate to any of these opinions.  Most importantly, Dr. Olson 

did not review, nor did he base his opinions on, federal coverage of outpatient drugs being 

limited by its terms to medically accepted indications as defined under 42 U.S.C. §1396r–

8(k)(6), §1396r–8(g)(1)(B)(i).  Neither did he review or base his opinions on this Court's or the 

Court of Appeal's holdings to this effect in this case.  Nor did he review this Court's October 2, 

2013, Order, Document No. 116, in which this Court identified what question was relevant. 

The opinion that "The compendia is not used in writing prescriptions, as reimbursement 

for prescription medication is done pursuant to formularies and pre-authorizations," has two 

parts.  With respect to "the compendia is not used in writing prescriptions," there is no basis 

stated for that opinion unless "service on the pharmacy and thereapeutics committee of MHS 

and the Medicaid drug utilization board," and his "education and experience practicing in 

Wisconsin" is considered the basis.  If so, it is insufficient under Fed. R. Civ. Proc. 26(a)(2)(B).  

There are no facts or data identified in support of this opinion.  It is also clear the compendia 
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should be used in writing prescriptions to Medicaid patients that are not for a use approved 

under the FDCA in order to avoid causing false claims.   

With respect to, "as reimbursement for prescription medication is done pursuant to 

formularies and pre-authorizations," there is similarly no basis stated unless "service on the 

pharmacy and thereapeutics committee of MHS and the Medicaid drug utilization board," and 

his "education and experience practicing in Wisconsin" is considered the basis.  However, this is 

insufficient under Fed. R. Civ. Proc. 26(a)(2)(B).  There are no facts or data to support this 

stated opinion.  To the extent it is a legal conclusion, Dr. Olson has no stated expertise upon 

which to opine and it is inconsistent with the holdings of both this Court and the Court of 

Appeals in this case.  Moreover, legal questions are to be decided by the court after citation to 

legal authority, not subject to expert opinion, let alone where the basis for the legal conclusion is 

not stated. 

With respect to "Reimbursement for prescription medication is not defined by the 

compendia," there is similarly no basis stated unless "service on the pharmacy and thereapeutics 

committee of MHS and the Medicaid drug utilization board," and his "education and experience 

practicing in Wisconsin" is considered the basis.  If so, it is insufficient under Fed. R. Civ. Proc. 

26(a)(2)(B).  There are no facts and data to support this opinion.  To the extent it is also a legal 

conclusion, Dr. Olson has no stated expertise upon which to opine and it is inconsistent with the 

holdings of both this Court and the Court of Appeals in this case.  Opinions as to legal questions 

at issue in the case are not resolved through expert testimony, but through citation to legal 

authority and a decision by the court(s). 
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The opinion that, "The writing of a prescription for medication for minors does not cause 

Medicaid coverage of fraudulent billing," is similarly a legal conclusion which Dr. Olson has no 

stated expertise upon which to opine and are inconsistent with the holdings of both this Court 

and the Court of Appeals in this case.  Again, opinions as to legal questions at issue in the case 

are not resolved through expert testimony, but through citation to legal authority and a decision 

by the court(s). 

2. Dr. Diamond's Expert Report Is Insufficient and Irrelevant 

With respect to Dr. Diamond's expert report, no basis is stated at all, unless Dr. Diamond 

having "been a practicing physician in Wisconsin for more than 36 years" and being a staff 

consultant to the Medicaid Drug Utilization Board, and then joining the board as a voting 

member in 2004, are considered bases.  If so, they are insufficient under Fed. R. Civ. Proc. 

26(a)(2)(B).  No facts or data are included.  The only items Dr. Diamond reviewed for his expert 

report are (1) the Complaint in this case, (2) the patient records of N.B., and (3) Dr. King's brief 

in support of summary judgment filed in July of 2012.  

Like Dr. Olson, Dr. Diamond did not even review or consider the federal statute 

providing that coverage of outpatient is limited by its terms to medically accepted indications as 

defined under 42 U.S.C. §1396r–8(k)(6), §1396r–8(g)(1)(B)(i); or this Court's or the Court of 

Appeal's holdings to this effect in this case; or this Court's October 2, 2013, Order, Document 

No. 116, in which this Court identified what question was relevant. 

Instead of addressing the question identified by the Court in its Court's October 2, 2013, 

Order, Document No. 116, as to whether Wisconsin has determined to cover outpatient drugs 

that are not for a medically accepted indication as defined under 42 U.S.C. §1396r–8(k)(6), 
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§1396r–8(g)(1)(B)(i), Dr. Diamond gives his unsupported opinion on prescribing practices, and 

Medicaid reimbursement practice in Wisconsin.  

These opinions are not relevant to the Court's question regarding whether Wisconsin has 

determined to cover drugs that are not for a medically accepted indication as defined under 42 

U.S.C. §1396r–8(k)(6), §1396r–8(g)(1)(B)(i).  Dr. Watson does not dispute that such 

prescriptions have been paid for; indeed that is why they are false claims, at least as to the 

federal share. 

These opinions are also not relevant to whether Dr. King had the requisite knowledge 

under the False Claims Act.  Whether she had the requisite knowledge for liability under the 

False Claims Act depends on what Dr. King knew, was in deliberate ignorance of, or recklessly 

disregarded.  

The proffered expert testimony of Dr. Olson and Dr. Diamond should not be allowed. 

D. Dr. Rolli 

Dr. Martha Rolli was identified as a lay witness who may testify "as to the application of 

the phrase medically indicated in medicine."  Leaving aside that this appears to be an attempt to 

present expert testimony without following the rules for expert testimony disclosure, the 

application of the phrase medically indicated in medicine is irrelevant to this case.  The question 

isn't the practice of medicine, but Medicaid coverage of outpatient drugs.  Dr. Rolli should be 

excluded from testifying. 

E. Testimony As to Whether Prescriptions Written By Dr. King to Pediatric Medicaid 
Patients Caused False Claims Should be Limited to Whether They Were for A 
Medically Accepted Indication. 

In its October 2, 2013, Order, Document No. 116, this Court left the door open for Dr. 

King to conduct discovery and then further brief the issue as to whether Wisconsin has 
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determined to cover prescriptions that are not for a medically accepted indication as defined 

under 42 U.S.C. §1396r–8(k)(6), §1396r–8(g)(1)(B)(i).  In its November 5, 2013, Order, 

concerning three discovery motions, Document No. 137, p 4, this Court reminded the parties: 

The court left open the question of whether Wisconsin can or does take steps to 
allow reimbursement for off-label prescriptions, which the Court noted is an open 
question. Without more evidence and argument—which the Court anticipates will 
likely come in the form of motions in limine prior to trial, once the parties' 
discovery efforts are nearing an end— the Court is not prepared to rule on that 
issue at this juncture. 

At page 6, this Court stated: 

To begin, the Court must reiterate the statutory scheme that this issue is a part of. 
Medicaid may only be used to provide reimbursement for "covered outpatient 
drugs." 42 U.S.C. §§ 1396b(i)(10), 1396r-8(a)(3). The definition of such covered 
drugs explicitly excludes any drug that is "used for a medical indication which is 
not a medically accepted indication." 42 U.S.C. § 1396r-8(k)(3). A "medically 
accepted indication" is limited to a purpose that is either approved by the FDCA 
or "supported by" one of three medical compendia (the American Hospital 
Formulary Service Drug Information, the United States Pharmacopeia–Drug 
Information, and the DRUGDEX Information System). 42 U.S.C. §§ 1396r-
8(g)(1)(B)(i), 1396r-8(k)(6). 

Dr. King has failed to discover or disclose any evidence that Wisconsin has determined 

to cover outpatient drugs that are not for a medically accepted indication as defined under 42 

U.S.C. §1396r–8(k)(6), §1396r–8(g)(1)(B)(i).  The most that can be said is that Wisconsin is 

paying for such prescriptions.   

Moreover, even if Wisconsin has determined to pay for outpatient drugs that are not for a 

medically accepted indication as defined under 42 U.S.C. §1396r–8(k)(6), §1396r–8(g)(1)(B)(i), 

the most that can flow from that is that such prescriptions are not false as to Wisconsin.  

Wisconsin cannot override the federal statute with respect to the federal share. 

Should the State of Wisconsin, in its capacity as one of the parties for whom Dr. Watson 

is pursuing this action, advise this Court that it has determined to pay for outpatient drug 
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prescriptions that are not for a medically accepted indication as defined under 42 U.S.C. 

§1396r–8(k)(6), §1396r–8(g)(1)(B)(i), Dr. Watson will dismiss the state claims.  In order to 

streamline this case, he may very well do so even if the State of Wisconsin does not so advise 

the Court.  On the other hand, if the State of Wisconsin takes the position that prescriptions not 

for a medically accepted indication as defined under 42 U.S.C. §1396r–8(k)(6), §1396r–

8(g)(1)(B)(i) also constitute false claims under state law, the state claims will remain. 

Only relevant evidence is admissible, FRE 402, and evidence is only relevant if "the fact 

is of consequence in determining the action."  FRE 401.  The gravamen of the Complaint in this 

action is that Dr. King caused false claims by writing certain prescriptions that are not for a 

medically accepted indication as defined under 42 U.S.C. §1396r–8(k)(6), §1396r–8(g)(1)(B)(i).  

That it is not illegal under the FDCA is irrelevant;4 it causes a false claim. 

This is what the Court of Appeals held in its opinion remanding this case: 

Once a drug has been approved for one use . . . the FDA cannot prevent 
physicians from prescribing the drug for other uses.  Indeed, off-label 
prescriptions by physicians are quite common. . . . The legality of the prescription, 
however, does not answer questions such as . . . whether the government is 
obligated to pay for a Medicaid patient's off-label prescriptions. 

(728 F. 3d at 709, citations omitted).  

Similarly, whether or not psychiatrists commonly write prescriptions for uses on children 

that are not for a medically accepted indication as defined under 42 U.S.C. §1396r–8(k)(6), 

§1396r–8(g)(1)(B)(i), i.e., as opined by Drs Olson and Diamond, or as may be testified to by Dr. 

Rolli, does not answer the question of whether the government is allowed to pay for the 

                                                            
4 Exhibit 6 pp 1-16, of the documents produced by Dr. King at her deposition only (a) state it is 
legal to prescribe drugs for uses not approved under the FDCA, and (b) exhort third party payors, 
of which Medicaid is one, to cover such prescriptions, thus implying that they often do not. 
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prescription.  Such evidence is of no consequence in determining this action, and should be 

excluded.   

IV. CONCLUSION 

For the foregoing reasons, Relator's Renewed Motion In Limine Re: False Claims, 

should be GRANTED. 

Dated this 18th day of November, 2013. 
 

LAW PROJECT FOR PSYCHIATRIC 
RIGHTS, INC. 

 
s/ James B. Gottstein   
James B. Gottstein (Alaska Bar # 7811100) 
Attorney for relator Dr. Toby Tyler Watson 

 
James B. Gottstein 
Law Project for Psychiatric Rights 
406 G Street, Suite 206 
Anchorage, AK 99501 
 
Phone: (907) 274-7686 
Fax: (907) 274-9493 
e-mail: jim.gottstein@psychrights.org 
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V. EXHIBITS 

1. Dr. Jacob J. Olson Expert Report 

2. Dr. Ronald J. Diamond Expert Report 

3. Identification of Dr. Martha Rolli as a lay witness 

4. Transcript of Dr. King's November 11, 2013, deposition 

5. Notice of Subpoena to Testify at a Deposition and Produce Records to Dr. Jennifer 
King. 

6. Documents produced at Dr. King's November 11, 2013, deposition. 
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Curriculum Vitae

Jacob J. Olson, Pharm.D., RPh.

W170 N5353 Ridgewood Dr
Menomonee Falls, Wl 53051

Phonei 262-754-0647
e-mail:jake@skywalkpharmacy.com

Professional
Experience

Postdoctoral
Residency

University
Experience

Professional
Presentations
& Exhibitions

PresidenUGEO

DUR Board Member
P&T Committee

Managing Diabetes for Life

Clinical Director

J unior Commissioned Officer Student
Training Externship Program (JRCOSTEP)

Skywalk Pharmacy
Located in the Children's
Hospital of Wisconsin
Wisconsin Medicaid
Managed Health Services
(Wisconsin T-19 HMO)
Joint project with
lndependent Care
(Wisconsin T-19 HMO) and
Ye Olde Pharmacy

Ye Olde Pharmacy

Public Health Service
Bureau of Prisons
U.S.P. Leavenworth, KS

Dec.2002 - Present

Sept. 2010 - Present
July 2006 - January 2008

Oct. 2001 - Dec.2002

Dec. 2000 - Dec.2002

June 1997 - August 1997

July 1999 - July 2000

2010 - present

2010 - present

2006 - present
2004 - present

First ASHP/APhA Accredited
Gommunity Pharmacy Practice Residency
Family PharmaCare Center, lnc. & Purdue University

Adjunct Faculty &
Clinical Rotation Student Preceptor

Concordia U niversity of
Wisconsin
St. Louis College of
Pharmacy
Creighton University
Midwestern University

Professional
Associations

"Topical Treatment of Pain Associated with Remodulin Therapy," United Therapeutics lnvestigator
Meeting, July 27,2002, Deer Valley, UT.

Pharmacy Society of Wisconsin (PSW) 2001 - present

1 999 - presentProfession Compounding Centers of
America (PCCA)

lnternational Academy of Compounding
Pharmacists (IACP)

American Pharmaceutical Association
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Member

Member

Member '1999 - present

Member 1 997 - present
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Jacob J. Olson - Curriculum Vitae, 0B/10

Professional
Education

Licensure

University of lowa
lowa City, lA

State of Wisconsin #13224-040

State of lndiana #26020025

Doctor of Pharmacy May 1999

References Available Upon Request
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PUBLICATION LIST

Kate, et al., "Quality-Control Analytical Methods: Aqua Pura: Water Purification
Systems and United States Pharmacopeia Waters for the Compounding Pharmacy,Part3:
Testimonials and Comparisons," International Journal of Pharmaceutical Compounding,
Volume 15, Number 5 (September/October 2011).
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CURRICULUM VITA

Ronald J Diamond

Department of Psychiatry
6001 Research Park Blvd
Madison, WI 53719

ADDRESS:

TELEPHONE:

1 98s-1 995

r995-

1977-1987

Office

Home

Ofhce:
Home:

3324 River Birch Lane
Middleton, Wisconsin 53562

608-263-6098
608-836-6424

EMAIL diamond@wisc.edu

SOCIAL SECURITY #: 185-36-5762

DATE OF BIRTH: August 25,1946

POSITIONS HELD:
1978-85 Assistant Professor, Department of Psychiatry, University of V/isconsin

Associate Professor, Department of Psychiatry, University of Wisconsin

Professor, Department of Psychiatry, University of Wisconsin

Staff Psychiatrist, Mental Health Center of Dane County

t9t7-83 Medical Director, Support Network Program of the Mental Health Center of
Dane County

1 980-87 Medical Director, Mobile Community Treatment Program of the Mental
Health Center of Dane County

I98l-20I3 Medical Director, Mental Health Center of Dane County

1983-2000 Director, Acute Psychiatric Service, University of V/isconsin Crisis Service

1981- Clinical Consultant to the University of Wisconsin Department of
Psychology

Assistant Consultant, I 98 1 -1 984
Associate Consultant, 1984-

r983-r992 Associate Director of the National Community Support Program Training
Resource Center, Madison,'WI

t986-87 Area Consultant for Prince of Wales Hospital, University of New South
'Wales, Australia

t995- Consultant, Wisconsin Bureau of Mental Health and Substance Abuse
Exhibit 2 to Renewed Motion In Limine

Case 2:11-cv-00236-JPS   Filed 11/18/13   Page 3 of 23   Document 145-2



200I-2004 Board, Center for the Study of Cultural Diversity in Healthcare

EDUCATION:
1 968 8.4., Swarthmore College, Swarthmore, Pennsylvania - Major in

psychology, minor in anthropology and philosophy

r973 M.S., University of Pennsylvania Department of Psychology. Area of
concentration: cognitive psychology. Research area: patterns of cognitive
deficits in brain damage with parlicular interest in organic amnesia and

aphasia

r973 M.D., University of Pennsylvania School of Medicine 1973-74P.-6
Internship at Presbyterian University of Pennsylvania Medical Center

r973-77 Resident in Psychiatry at Stanford Medical Center

1976-77 Stanford Chief Resident in Psychiatry at Santa ClaraValley Medical Center
(Community Psychiatry)

1977-78 Postdoctoral Fellow for Research in the Social Sciences, Department of
Psychiatry, University of Vy'isconsin-Madison

HONORS:
Graduated with Honors from Swarthmore College
Physician of the Year Award, 1981--Allen Hall Residential Facility: Madison, 'WI

Professional Recognition Award, Dane County Alliance for the Mentally Ill, 1988

Exemplary Psychiatrist Award, 1992, 1993 and 1997, National Alliance for the Mentally Ill
Elected by his peers for inclusion in Best Doctors in America from 1994 to 2012

PROFESSIONAL LICENSURE & CERTIFICATION:
Wisconsin Medical License
Board certified in Psychiatry by the American Board of Psychiatry and Neurology

PROFESSIONAL ORGANIZATIONS :

American Psychiatric Association
American Association of Community Psychiatry

COMMUNITY ACTIVITIES:
1980-86 Advisory Board of Off the Square Club (psychological drop-in center for the

chronically mentally ill)
1982-83 Board Member, Mental Health Association of Dane County
1984-89 Board Member, Madison Jewish Social Services
1986-93 Medical Consultant, 'Wisconsin Department of Transporlation (volunteer

position)
1994-2000 Board Member, Housing Initiative Inc

2-
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1998-

ADMINISTRATION:
Departmental
1990-2010 Director of Training, Community Psychiatry

Director of MEDIC, volunteer psychiatry service for homeless shelter

20ll-
20t2-

University of Wisconsin Hospital Ethics Committee
University of V/isconsin Deparlment of Psychiatry Quality Assurance
Committed (chairman)
UV/ Hospital Credential Committee
University of Wisconsin Tenure Track Promotions Committee, Division of
Biological Science

State of Wisconsin
2006- Mental Health Drug Advisory Group: advisory to Prior Authorization

(Medicaid) committee
2004- Wisconsin Prior Authorization Committee (Medicaid Formulary Committee)

OTHER PROFESSIONAL ACTIVITIES

Journal Reviewer
Editorial Advisory Board, Community Mental Health Journal 1993-2005
Regular reviewer for J of Hosp & Comm Psych, 1984-2006

Consultant/Expert Witness for Class Action Litigation
Consultant/expert witness for Mental Health Law Project, V/ashington, D.C., 1982,1985
Consultant/expert witness for Project on Justice and Equality. Gary, Indiana, 1981

Consultant/expert witness for Western Center on Law and Poverty and Los Angeles Mental
Health Association, Los Angeles, California, 1984

Expert Witness/consultant, Arizona Center for Law in the Public Interest, 1990
Expert Witness/Consultant-Greater B oston Le gal S ervices, 1 9 92
Consultant and expert witness for the Wisconsin Coalition for Advocacy in the class action

litigation of Joan S. et al. v. Gudeman et. al.
Consultant and Expert witness for Maine Department of Mental Health, 1994-
Consultant, Illinois Deparlment of Mental Health and Developmental Disabilities,1994-
Consultant, Maine Department of Mental Health and Mental Retardation 1999

TEACHING

Universitv of 'Wisconsin

Medical Student Teachíng
1981-1999 Faculty for medical student Summer Fellowship Program in Psychiatry
1985- Faculty for second year medical student didactic psychiatry course
1991- Organizer and supervisor for community psychiatry 4thyear medical student

elective

3
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Department of Psychíatry Teachíng
1978-2009 Supervisor, community psychiatry
1978-2010 Co-teach community psychiatry seminar for PGY-2 psychiatry residents

1980- Emergency psychiatry seminar
198l-2004 "Best of Call," advanced emergency psychiatry seminar/supervision for

second year psychiatry residents

UIV Madison (outside of Meclícctl School)
Spring 2011 Psychopharmacology: School of Educational Psychology

Guest Lectures in:
School of Social Work
Counseling and Guidance
Occupational Therapy
School of Nursing

INVITED INTBRNATIONAL PRESENTATIONS

Dec 1988 "The Role of the Psychiatrist in a Community Mental Health Center" invited
paper at the International Congress of Community Mental Health, Lisbon,
Portugal

Jan 1992 "The Roles, Preparation and Training for Professional in New Services"
Invited workshop at Community Mental Health Care International
Perspectives in Making it Happen, King College, London England.

Jan. to Feb. 1993 Invited series of lectures and workshops in Townsville, Brisbane, Adelaide
and Sydney, Australia. Culminated in a three day workshop in Sydney with
participants from throughout Australia.

Oct 1993 Community Care-the USA Experience. Invited address to the Scottish
Conference on Mental Health, Glasgow Scotland

July 1994 Becker M and Diamond, RJ "Quality of Life and Mental Health"
presentation at the XIIth World Congress of Sociology, Bielefeld, Germany

April 1995 "Issues for the Training and Development of Mental Health Professionals",
invited presentation to conference "People with Mental Illness in a Modern
Caring Society: A better situation for the 21st Century" , Prague, Czech
Republic. sponsored by the International Mental Health Network, Ltd.

Nov-Dec 1995 Invited series of lectures and workshops in Townsville, Brisbane and Sydney

Australia

"What makes mental health services work" Invited workshop for the

German Society for Social Psychiatry. Btemen, German

4

}/.ay 1996
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March 1997

October 1997

July 1998

January 1999

March 2001

Feb 2004

Feb 2004

l¡farch2004

March 2004

April2007

Feb 201 I

"Characteristics of an ideal system for people with schizophrenia" Invited
workshop as paft of international conference: Evidence from Experience
sponsored by Janssen-Cilag and Organon. Lisbon, Portugal

"Schizophrenia, Antipsychotics and Quality of Life" Invited lecture to the
United Kingdom Psychiatric Pharmacy Group International Conference,
London UK

"What is Required for Effective Community Based Care for Persons with
Serious Psychiatric Disability" Invited keynote for the National Sainsbury
Conference, York England

Series of invited lectures in Brisbane, Alice Springs, Canberra and Sydney
Australia. Keynote address to the National Mental Health Themhs
Conference, January 1999, Sydney Australia "Should Mental Health
Services Try to be Everything to Everyone? Point of view of the clinician,
the society, the funder and the consumer"

Crisis Intervention in a Community Based Mental Health System: Invited
workshop: Chief Offrcers National Conference, Birmingham, England

"Drinking, Drugging and Borderline Personality Disorder" and "Prescribing
Medication for People who Abuse Drugs": Invited keynote address to the
National Mental Health Themhs conference, Sydney Australia: Double
Trouble: Comorbidity, drugs, alcohol and mental health.

"Developing Collaboration in the Context of Involuntary Treatment"
Lecture and Workshop at The Park Hospital, University of Queenland,'Wacol 

Queensland

Drugs, Alcohol and Mental Health, V/hat is an Effective Response?"
sponsored by Bundaberg Integrated Health Services, Queensland Australia

Key Steps toward developing Recovery-orientated Mental Health Services.
Cairns Integrated Mental Health Program, Queensland Australia

"The Role of Medication in Dealing with Social Suffering" Conference on
Psychotropes, as an answer to suffering: Forum on Self-Management of
Psychiatric Medication: sponsored by the Quebec Social Research Council,
Montreal, Quebec

Recovery Oriented Treatment: Making it Real: Conference Sponsored by
Metro South Hospitals, Brisbane Queensland Australia

Working with Angry People
Borderline Personality Disorder and Aggression
Agitated Patient in the Emergency Department
Invited Set of Talks Keynoting the Summer Themes Conference, Sydney
Australia

Feb 201 1

5
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October 2011 George Witte Remembrance Symposium: Thoughts on Meaning of
Recovery: Leiden Holland

PRESENTATIONS AT NATIONAL MEETINGS: INVITED OR REFERRED
(partial list)

October 1991

October 1991

October 1991

October 1991

Iuly 1992

October 1993

October 1993

October 1993

October, 1993

'Warner, R., Brand,4.L., Diamond, R.J., and Godard, S.L. "Power and
Responsibility in Public Mental Health: Psychiatrists Roles". Symposium at

Institute for Hospital and Community Psychiatry, Los Angeles, California

Kanter, J.S., Balancio, F., Diamond, R.J., and Subert, R.W. "Case

Management of Long-Term Patients: A Clinical Case Conference".
Symposium at Institute for Hospital and Community Psychiatry, Los
Angeles, California

Diamond, R. J. "Working with Treatment Resistant Clients". Lecture at
Institute of Hospital and Community Psychiatry, Los Angeles, California

Lindy, D.C., Diamond, R.J., Pessin, N., and Puckett, J.A. "Models of Mobile
Crisis Service Delivery". Symposium at Institute for Hospital and
Community Psychiatry, Los Angeles, California

Becker, M., Sainfort, F., Diamond, R. "Cost Effectiveness Evaluation of
Clozaril: The Place of Quality of Life and Patient Values." Presented at9th
Annual Meeting of the Association of Health Services Research, Chicago,
Illinois.

Rosen, 4., Diamond, R. and Miller, V. "Becoming Real: How to Go From a
Model Program to an Enduring System." Symposium Presented at the
Institute for Hospital and Community Psychiatry, Baltimore, MD

Pollack, Diamond, Stastny, Fisher, and Glazer. "Controversial Issues in the
Use of Psychotropic Medication,"--Symposium sponsored by the American
Association of Community Psychiatrists, Presented at the Institute for
Hospital and Community Psychiatry, Baltimore, MD

Diamond, Morgan, McElroy and Rogers: "What do Patients Want to Know
About Their Medications?" Symposium Presented at the Institute for
Hospital and Community Psychiatry, Baltimore, MD

"Coercion and Aggressive Treatment in the Community" Invited Presentation
to the John D and Catherine T MacArther Foundation Research Network on
Mental Health and the Law. Seattle, Washington

Alternatives to Involuntary Treatment: Invited Address to the National
Alliance for the Mentally Ill, Washington D.C.

July 1995

6
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October, 1995

October 1996

October 1996

October 1999

July 1998

June 1999

Oct 1999

Ocf 1999

Oct 1999

Oct 1999

Oct 1999

Dec2002

April2003

Oct 2005

"The Use of Quality of Life Outcomes in Clinical Practice" Presented as

part of a symposium on "Quality of Life in Mental Health: Different Views
of the Elephant", APA Institute on Psychiatric Services, Boston

"How can \ /e use Quality of Life to guide clinical work?" Presented as part

of symposium on "Quality of Life as a Focus for Clinical Work", Institute on
Psychiatric Services, Chicago

"Employment: What are Realistic Goals?" Presented as part of a symposium
on "Dilemmas in Schizophrenia: Managing Obstacles to Recovery,Institute
on Psychiatric Services, Chicago

"Quality of Life: What do Clients Tell Us?" Psychiatric Services, Los
Angeles California

"Coercion and its alternatives": Keynote for the National Alliance for the
Mentally Ill National Meeting, Washington D.C.

"Challenges of Integrated Delivery Systems" invited talk to the 48th National
Conference on Mental Health Statistics, Washington D.C.

"What does recovery really mean for someone with a psychiatric disability:"
invited William Rondeau Memorial Lecture: Portland Oregon

"schizophrenia, Antipsychotic Medications and Quality of Life: Oregon
Health Sciences University, Portland Oregon

"Psychiatric Rehabilitation and Recovery" NASMHPD Medical Directors
Best Practices Symposium , New Orleans

"How to'Work with White Patients: Cultural Competence as Part of Clinical
Competence" Psychiatric Services, New Orleans

"Using Power and Coercion in Compliance" Psychiatric Services, New
Orleans

"What Makes Mental Health Services Work" invited presentation to the
Presidents Freedom Commission on Mental Health, Washington D.C.

"Coercion and Power in Mental Health Treatment" paper presented at "The
Liberal State and Its Mental Health Power", sponsored by University of
Wisconsin project on Law and the Humanities

"Recovery Oriented ACT: Changing the pardigm" paper presented as part of
a symposium at the Institute on Psychiatric Services, San Diego

"Schizophrenia, Antipsychotic Medication, and Quality of Life" paper
presented as part of a symposium at the Institute on Psychiatric Services, San

Diego

7

Oct 2005
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ll;4ay 2006

l./,ay 2007

Oct2009

Oct2009

Oct 2010

Oct 2010

Jan 2000

April2000

Aug 2000

aa

Oct 2000

Oct 2000

Oct2012

INVITED PRESENTATIONS: OUT OF STATE (partial list,last 10 years)

Diamond RJ and Lucht B "The use of Consumer Staff in a Mobile Crisis
Unit" Paper presented as parl of a Symposium at the American Psychiatric
Assoc Meeting, Toronto, CA

Diamond RJ, Mergener M and Collins T "Changes in Prescribing When
Antidepressants Become Generic" presented as part of a Symposium at

Amertican Psyciatric Assoc Meeting, San Diego, CA

Diamond RJ "Working with Angry People" lecture at 61s Institute on
Psychiatric Services N.Y.

"Instant Psychopharmacology: An overview for the non-medical mental
health clinician" Immersion course offered as part of Institute on Psychiatric
Services, N.Y.

From bad-mouthing to good-mouthing the customers: How we use words to
separate us from our clients" Symposium at Institute on Psychiatric Services,

Boston

The Psychiatrist's Role in a Recovery Based Treatment Team: " Symposium
at Institute on Psychiatric Services, Boston

Recovery Oriented Prescribing: Invited lecture at Institute on Psychiatric
Services, N.Y.

"Recovery: What do we really mean and what are we really trying to do"
invited workshop for New York Behavioral Health Partnership conference

"The evolution of ACT: Considerations for the New Millenium" Invited
presentation 1't Annual Illinois Statewide ACT Conference, Chicago, Ill

"ACT within a continuum of care" Invited masterclass for American
Association of Behavioral Healthcare, San Antonio, TX

Recovery from Serious Mental lllness" Invited opening keynote for NY state

NAMI meeting, White Plains, NY

"Effective Treatment of People with Borderline Personality Disorder" All
Day V/orkshop sponsored by Southwestern MN Adult Mental Health
Consortium, Wilmar MN

"Recovery from a Psychiatrist's Point of View" invited lecture for
Psychiatric Services, Philadelphia, P a.

Oct 2000

ö
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Dec 2000 Ensuring Consumer-centric Outcome Measurement in Behavioral Health, 7th

Annual Florida Conference on Behavioral Healthcare Evaluation, Orlando,
FL

April2001 "Dialogue on Recovery" Pathways to Recovery Conference: Maine
Deparlment of Mental Health, Lewiston, Maine

May 2001 "Developing Effective Community Outreach Services: A Team Approach",
Intensive Coummunity Outreach Forum, Bowling Green, KY

May 2001 Working with People Diagnosed with Borderline Personality Disorder,

'Wright State University, Dayton Ohio

May 2002 "Recovery: what is it and how do we make it real" Grand Rounds and
workshop, University of Alabama

Ian2003 "Some thoughts on Recovery for People with Serious Mental Illness" Grand
Rounds at University of New Mexico, Albuquerque, NM

Feb 2003 "Recovery from a Psychiatrist's Point of View" Invited presentation to the
Virginia state Psychiatric Association meeting, Charlottesville, VA

April2004 "Effective Community Treatment for People with Schizophrenia"
International Congress for Schizophrenia Research , Chicago Il

}l4ay 2004 Effective Community Recovery: Blue Earth County Mental Health
Conference, Mankato, MN

June 2004 Recovery from a Psychiatrist's Point of View: Mayo Clinic, Rochester MN

June 2004 V/ashington Community Mental Health Council: Evidence Based Mental
Health Treatment, Wenatchee, Washington

Jan, Feb, and March ,2005 Invited series of workshops on Best Practice in Mental Health on
Social and Psychological Aspects of Prescribing and Taking Psychiatric
Medication, New York City, N.Y.

Sept 2006 V/elcoming People to the Mental Health System: Invited Keynote for the
Minnesota Community Mental Health Annual Conference

Feb 2007 Effective Community Treatment for People with Serious Mental Illness
Lutheran General Hospital Grand Rounds, Chicago, Ill

June2007 Principles of Effective Community Treatment (morning workshop)
Working with People with Borderline Personality Disorder (afternoon)
Ozark Center, Joplin, MO

Recovery Oriented Psychopharmacology Presentation at cience, Service
and Recovery conference, Chicago Il

9

Oct2007
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Oct 2008 Redefining the treatment goals in Schizophrenia Thresholds Annual
Conference, Chicago Il

March 2009 Working with Angry People: Grand Rounds at SUNY Downstate, Brooklyn
N.Y.

March 2009 Recovery from a Psychiatrist's Point of View: Recovery Training for
Psychiatrists organized by University of Maryland Dept of Psychiatry

March 2009 Recovery Oriented Prescribing Thresholds Chicago I1

October 2010 Update on Bipolar Depression: Vista Health system, 'Waukegar"r Ill

December 2010 CBT with Psychotic Symptorns: Vista Health Systern V/aukegan Ill

Feb 201 1 Schizophrenia: Recovery Based Treatment: Full Day Confèrence for Mental
Health Centers of Central Illinois, Springfield Illinois

March 2011 Social Aspects of Prescribing Medication: University of Massachusetts

June 201 1 Practical Strategies for Treatment of People with Schizophrenia: Grand
Rounds at Meharry School of Meclicine, Nashville, TN

June 201 1 June 201 1 The Future of Community Psychiatly: Keynote address for
annual conference of the Center for Public Service Psychiatry, Vy'estern

Psychiatric Institute and Clinic

Oct2012 Invited Lecture: Recovery Based Prescribing:
At Psychiatric Services Meeting, N.Y.

OcI2012 All Day Course: Psychopharmacology for Primary Care Prescribers

Psychiatric Services Meeting, N.Y.

I|l4.ay 2012 Grand Rounds for N.Y. State Hospital System:
Recovery Oriented Prescribing, Albany N.Y.

June 2013 Re-Visioning Recovery Services in a Newly Organized Health System: V/hat
Helps? Day-Long conference
Mental Health Association of West Chester New York

REGIONAL PRBSENTATIONS: (partial list, last 10 years)

Feb 2001 Working with Difficult Patients in Primary Care Sauk County Hospital

Recovery From a Psychiatrist's Point of View, Wisconsin State Meeting,
National Alliance for the Mentally Ill"

-10-

April2001
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I|L4ay 2002 "Ethics and Boundaries" workshop at the Wisconsin state Community
Support Conference, Madison,'Wisc

Sept 2002 "Chronic Crisis Patients" workshop at the 6th annual Wisconsin Crisis
Intervention Conference, Waukesha, Vy'isc

Oct2002 "Instant Psychopharmacology" Day-long workshop for non-medical mental
health professionals, Vy'aukesha, Vy'isconsin sponsored by WAFCA
(Wisconsin Association of Family and Children

Sept 2003 Medical Illness that Presents as Psychiatric Problem: 'Workshop for the
Wisconsin Crisis Intervention Crisis

Sept-Nov 2003 Course organizer'. Medical Problems that Present as Psychiatric Illness:
course for non-medical mental health professionals, Co-sponsored by the

UW Department of Psychiatry and the Mental Health Center of Dane County

Sept 2005 Working with Angry People: 'Walsorth, WI

A Collaborative Approach to Crisis Resolution Keynote for the Wisconsin
1Oth Annual Crisis Conference, Bataboo, Vy'isconsin,

Overview of Psychopharmacology: all day course for non-medical mental
health professionals Richland Center, 

'WI

Role of Psychiatric Medication in Co-Occurring Disorders: Wisconsin Co-
Occurring Conference, Waukesha,'WI

Role of Social Workers in Medication Monitoring: NASW State

Conference, Madison'Wisconsin

Recovery Principles in Treatment Planning: Sheboygan, WI

Chronic Crisis Patients: Green Bay, WI

Working with People who Drive YouCrazy: workshop for primary care

physicians working in ERs: Menomonie, 'WI

Working with People with Borderline Disorder, Wausau, WI

Practical Tips for Residential Services Staff: V/orking with People with
Mental Illness in Residential Settings: Madison, WI

Shared Decision Making: Making it Real: Ashland V/isconsin

Ethics and Boundaries for Work in the Community: Door County Wisconsin

Cognitive Behavioral Therapy for Psychotic Symptoms: Workshop for the
Wisconsin Crisis Conference, Wisconsin Dells WI

-11-
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Nov 2008

Feb 2009

Feb 2009

April2009

April2009

April2009

.};4ay 2009

Sept 2009

July 2010

Aug 2010

Sept 2010
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Nov 2010

March 2011

Oct 2010 Police CIT training: Overview of Mental Illness for Police Officers

Crisis Intervention with People with Borderline Personality Disorder: La

Crosse, Wisconsin

Suicide Assessment and Intervention: La Crosse, Wisconsin

Decreasing the need for Coercion: Workshop in Green Bay, Wisconsin

Mental Health Training for Police: St Croix, Wisconsin

Working with People with Personality Disorders: Wausau Wisconsin

Oct 2010

Nov 2010

April 2011

Impact of Mental Illness on Court Mandated Behavior
Wisconsin Association of Treatment Court Professionals

GRANT SUPPORT:
1992-1993 NIMH Multidisciplinary Training grant in community psychiatry (ointly

submitted with School of Nursing)

PUBLICATIONS:

Books

Diamond RJ Instant Psychopharmacology: A Guide for the Nonmedical Mental Health
Professional WW Norton & Co, New York 1998

Weiden, PJ, Scheifler, PL, Diamond RJ and Ross R Breakthroughs in Antipsychotic
Medications National Alliance for the Mentally Ill and V/W Norton & Co, New York 1999

Diamond RJ Instant Psychopharmacolog 2"d edition; A Guidefor the Nonmedical Mental

Health Professional W'W Norton & Co, New York 2"d edition 2002
Spanish Translation published in Chile, April 2004

Diamond RJ and Scheifler PL Treatment collaboration in mental health: Improving the

therapist, prescriber client relationship WW Norton & Co, New York 2007

Diamond RJ Instant Psychopharmacolog 3'''t edition; A Guide for the Nonmedical Mental
Health Professional WW Norton & Co, New York 3'd edition 2009

Diamond RJ The Medication Question: Weighing Your Mental Health Treatment Options For
Patients and Their Families V/W Norton & Co, New York 2011

Papers

-L2-
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Essex, Estroff, Kane, Mclanahan, Robbins, Dresser, and Diamond, R.J. "On Weinstein's
Patient Attitudes Toward Mental Hospitalization: A Review of Quantitative Research.' J
Health Soc Behav, 2I(4), 393-396, December 1 980.

Diamond, R.J., Brooner, R.K., and Lowe, D. "The Use of Minor Tranquilizers With Jail
Inmates." Hosp Community Psychiatry, 32(l), 40-43, January 1 98 1.

Diamond, R.J. "Enhancing Medication Use in Schizophrenic Patients." J Clinical Psychiatry,
44(6) [Sec. 2], 7-14,1983.

Neimeyer, R.A. and Diamond, R.J. "Suicide Management Skills and the Medical Student." -I
Med Educ,58:(7), 562-567, July 1983.

Diamond, R.J. "Outpatient Use of a Double-Blind Medication Trial as a Clinical Tool--A Case

Repoft." J Clinicql Psychiatry, 44(8),304-305, April 1983.

Diamond, R.J. and Rozin, P. "Activation of Existing Memories in Anterograde Amnesia" ,,I
Abnorm Psychol, 93(1), 98-1 05, 1 984.

Diamond, R.J. and Davidson, S.L. "Patients Perceived as Having Psychosocial Problems in a
General Hospital Emergency Room: A Study of Registered and Unregistered Patients." ../

Psychosocial Rehab, 7(4), 48-58, April 1984.

Diamond, R.J. and Little, M.L. "Utilization of Patient Experience in Medication Groups."
Psychiatric Quarterly, 56(1), 13-19, Spring 1984.

Stein, L.I. and Diamond, R.J. "The Chronic Mentally Ill and the Criminal Justice System: When
to Call The Police." Hosp Community Psychiatry, 36(3), 271-274, March 1985.

Diamond, R.J., Alexander, 4.4., and Marshall, J.R. "Economic Grand Rounds: A Chronic
Patient in an HMO." Hosp Community Psychiatry,36(3),239-241, March 1985.

Wilson, W.H., Diamond, R.J., and Factor, R.M. "An Approach to Group Therapy with Severely

Disturbed Patients." Yale J Biol Med,58:363-372,1985.

Diamond, R.J. "Antipsychotic Drugs and the Quality of Life: The Patient's Point of View." ,./

Clinical Psychiatry, 46(5), (Sec. 2), 29-35, 1985.

Diamond, R.J. "Strategies for Medication Compliance with Resistant Patients." Psychiatric
Annals, 1 6(1 1), 644-666,November 1986.

Diamond, R.J. "Community Treatment in Madison, Wisconsin." CommL¿nity Mental Health in
New Zealand, 3(2), 99-106, October 1 987.

Diamond, R.J. "The Changing Role of the Community Psychiatrist" in Community Psychiatrist,
3 (1), pg. 12,June 1988.

Factor, R., Stein, L, Diamond, R. "A Model Community Psychiatry Curriculum for Psychiatric
Residents." Community Mental Health Journal,24 (4),310-326, Winter, 1988.

-13-
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Wilson, 'W., Diamond, R., Factor, R. "Clinical Carc Update: The Chronically Mentally Ill
Group Treatment for Individuals with Schizophrenia." Community Mental Health Journal,
26(4), 3 6I -37 2, August 1 990.

Diamond, R.J., Stein, L.I., and Susser. E. "Essential and Nonessential Roles for Psychiatrists in
Community Mental Health Centers." Hospital and Community Psychiatry,43(2), 187-189,
February, 1991.

Wolff, N., Helminiak, T., Diamond, R.J. "Sharing Responsibilities for the Mentally Disordered:
A Legal System and Mental Health Center Cost Profile." Mental Health Research Center
Papers No 15, December 1991.

Diamond, R.J. "Helping Treatment-Resistant Schizophrenic Patient Improve Their Quality of
Life." Relapse, 1(15), 199I.

Nehl, N., Diamond, R.J. "Developing a Systems Approach to Caring for Persons with
Borderline Personality Disorders," Community Mental Health Journal.Yol.29 (2) 1993 16l-
t72

Diamond, R.J. "The Psychiatric's Role in Supported Housing." Hosp and Community
Psychiatry 44 (5) 461-464, May 1993 .

Diamond RJ, Factor RM and Stein LI. A Response to "Training Residents for Community
Psychiatric Practice". Community Mental Health Journal, June 1993. Vol. 29 289-296.

Becker, M., Diamond R.J. and Sainfort F. "A New Patient Focused Index for Measuring Quality
of Life in Persons With Severe and Persistent Mental Illness." Quality of Lfe Research 1993,2
pp.239-25L

Diamond, R.J., Factor, R.M. "Treatment Resistant Patients or Treatment Resistant Treatment
Systems" Hospital and Community Psychiatry 45(3) March 1994

Allott PK and Diamond RJ Community Support: the Dane County Approach. J of Mental
Health (1994) 3, 323 -324

Becker, M, Diamond R and Sainforl, F. "Factors Affecting Quality of Life Among People with
Severe and Persistent Mental lllness. Research Paper Series No 33, Mental Health Research
Center,1994

Diamond, R.J. Some Thoughts on "Around-the-Clock Mobile Psychiatric Crisis Intervention"
Community Mental Health Journal3I(2), (1995)

Diamond, RJ, Goldfinger S, Pollack D and Silver M "The Role of Psychiatrists in Community
Mental Health Centers: A Survey of Job Descriptions" (1995), Community Mental Health
Journal

Wolff, N., Helminiak, T., Diamond, R.J. "Estimated Societal Costs of Assertive Community
Mental Health Care" Psychiatric Services (1995) 46(9) 898-906
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Sainforl, F,, Becker, M, and Diamond, RJ "Judgments of Quality of Life of Individuals with
Severe Mental Disorders: Self-Reporl Client versus Provider Perspectives" American Journal
of Psychiany, 153(4) .497-502,April 1996.

Wolff, N, Diamond R and Helminiak, T :A New Look at an Old Issue: The Mentally Ill and

LawEnforcementSystem" JofMentalHealthAdministration24:2 Spring 1997, 152-165

Weiden, PJ, Scheifler PL and Diamond RJ "Barriers to the Effective Use of Newer Medications:
The Case of Karen" J Prac Psych and Behav Health Jan 1998 43-49

Weiden, PJ, Scheifler PL and Diamond RJ "My Patient is Better: Now What? Managing
Psycholgical Reactions" J Prac Psych and Behav Health May 1998 pp 175-181

Diamond RJ and Becker, M "Using the'Wisconsin Quality of Life Index: A Multidimensional
Model for Measureing Quality of Life" J Clin Psychiat 1998:59 (in press)

Scheifler PL, Weiden, PJ, and Diamond RJ "My Patient is Better: Now What? Part IL Dealing
with Interpersonal Relationships" J Prac Psych and Behav Health Sept 1998 pp l-l

Diamond R and Becker M "The Wisconsin Quality of Life Index: A Multidimensional Model
for Measuring Quality of Life" J Clin Psychiatry 1999;60 (suppl 3) pp 29-31

Stein L.I., Diamond R.J. Commentary: A "Systems" - Based Alternative to Mandatory
Outpatient Treatment. The Journal of the American Academy of Psychiatry and the Law
Volume 28, Number 2, 159-164, June 2000

Kushner, K, Diamond R, Beasley, IW, Mundt M, Plane MB and Robbins, K "Primary Care
Physicians Experience with Mental Health Consultation" Psych Services 52(6) June 2001 838-
840

Diamond RJ. What Primary Care Physicians Need to Know about People with Schizophrenia
Wisconsin Medical Journal 103 (6) 2004 pp29-33

Edwards'NC. Rupnow, MF. Pashos, CL. Botteman, MF. Diamond' RJ. "Cost-effectiveness
Model of Long-Acting Risperidone in Schizophrenia in the IJ.S." Pharmacoeconomics 23(3)
2005: 299-314:

Edwards NC, Locklear JC, Rupnow MF and Diamond RJ "Cost Effectiveness of Long-acting
Risperidone Injection versus Alternative Antipsychotic Agents in Patients with Schizophrenia in
the USA" PharmacoEconomics 23 supple I,2005: 75-89

Diamond, RJ Recovery From Mental lllness: a Psychiatrist's Point of View, Post Graduate
Medicine Special Report: New Directions in Schizophrenia: August2006 54-62

Becker, MA, Young SM, Ochshorn E, and Diamond RJ The Relationship of Antipsychotic
Medication Class and Adherence with Treatment Outcomes and Costs for Florida Medicctid
Beneficiaries with Schizophrenia Adm Policy Mental Health 2007 }./.ay 34(3) 307-14
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Becker MA, Young SM, Ochshorn E and Diamond RJ The Effects of Antipsychotic Medication
Type on Service (Jse and Paid Employment: Outcomes for Florida Medicaid Beneficiaries
Diagnosied with Schizophrenia submitted for review to Schizophrenia Bulletin 2007

Lim LF, Diamond RJ, Chang JB, Primm AB and Lu FG Using Non-Feature Films to Teach

Diversity, Cultural Competence, and the DSM-IV-TR Outlinefor Cultural Formulation:
Academic Psychiat 32:4 July-August 2008 291-298

Becker M, Brown L, Ochshorn E, Diamond R. Risfrþr Suicide among Medicaid Beneficiaries.
Suicide Life Thr e at B ehav. 2009 Apr ; 39 (2) :17 2-81 .

Diamond RJ Five Things a Psychiatrist Can Do to Support Recoveryfor People with Mental
Illness Psychiatric Services Taking Issue Column: Psych Services Sept 2009 60(9)

Chapters
Diamond, R.J. "The Role of the Hospital in Treating Chronically Disabled." In Stein, L. (Ed.),
New Directions in Mental Health Services. Jossey-Bass, Inc., pp.45-55,1979. Reprinted in
OHMA Journal - State of Michigan Offlrce of Health and Medical Affairs, Vol. 2 & 3, Summer
1 980.

Howell, Diamond, R.J. and Wikler. "Is There a Case for Voluntary Commitment?" In
Beauchamp & Walters (eds.), Contemporary Issues in Bioethics,2nd edition. Belmont,
California: Wadsworth Publishing Company, 1982.

Diamond, R. J. and Chapman. "Development of a Data System in a Day Treatment System."
Published in Proceedings: Sixth Annual Symposium of Computer Applications in Medical Care.
Blum, B.I. (Ed.). Los Angeles, CA: IEEE Computer Society Press, 1982.

Diamond, R.J. "Increasing Medication Compliance in Young Adult Chronic Psychiatric
Patients." In Pepper, B. and Ryglewicz, H. (Eds.), Advances in Treating the Young Adult
Chronic Patient. New Directions for Mental Health Services, no.2L San Francisco: Jossey-
Bass, pp. 59-69,1984.

Diamond, R.J. and Wikler, D.I. "Ethical Problems in the Community Treatment of the
Chronically Mentally Ill." In Stein, L.L and Test, M.A. (Eds.), The Training in Community
Living Model - A Decade of Experience. San Francisco: Jossey-Bass, New Directions for
Mental Health Service, Chapter 9, 85-93, 1985.

Diamond, R.J. and Van Dyke, D. "Rural Community Support Programs -- The Experience in
Three Wisconsin Counties." In Stein L.I. and Test, M.A. (Eds.), The Training in Community
Living Model - A Decade of Experience. San Francisco: Jossey-Bass, New Directions for Mental
Health Services, Chapter 5, 49-58, 1985.

Gilman, S. and Diamond, R.J. "Economic Analysis in Community Treatment of the Chronically
Mentally lll." In Stein, L.I. and Test, M,A. (Eds.), The Training in Community Living Model - A
Decade of Experience. San Francisco: Jossey-Bass, New Directions for Mental Health Services,
Chapter 8,77-84,1985.

-L6-
Exhibit 2 to Renewed Motion In Limine

Case 2:11-cv-00236-JPS   Filed 11/18/13   Page 18 of 23   Document 145-2



Stein, L.I. and Diamond, R.J. "A Program for Difficult to Treat Patients." In Stein, L.I. and
Test, M.A. (Eds.), The Training in Community Living Model - A Decade of Experience. San
Francisco: Jossey-Bass, New Directions for Mental Health Services, Chapter 3,29-39,1985

V/ashington, P. and Diamond, R.J. "Prevalence of Mental lllness Among Women Incarcerated
in Five California County Jails. Research in Community and Mental Health, Volume 5, pp. 33-
41. Greenwich, Connecticut: JAI Press, 1985.

Howell, T. and Diamond, R.J. "The Use of Psychotropic Drugs in Elderly Patients with Chronic
Mental Illness." In Abramson, Quam, and Wasaw,(Eds), The Elderly and Chronic Mental
Illness: New Directions for Mental Health Services, pp. 47-58, 1986.

Stein, L.I., Factor, R.M., and Diamond, R.J. "Training Psychiatrists In The Treatment of
Chronically Disabled Patients." In Meyerson, A.T. and Fine, T. (Eds.), Psychiatric Disability:
Clinical, Legal and Administrative Dimensions, pp. 27 I-283, 1987.

Stein, L.I., Diamond, R.J., and Factor, R.M. "A System Approach to the Care of Persons with
Schizophrenia." Handbook of Schizophrenia, Volume 4, Marvin Herz, ed., pp. 213-246,1990.

Diamond, R.J., Stein, L.I., Factor, R.M., Greenley, J.R., and Nehls, N. "Community Psychiatry
Seminar Syllabus." A Handbookfor Teaching Medicøl Sociology, Bernice Pescosolido, ed., pp.
203-2tt,7997.

Diamond R.J. "Community Care-The USA Experience" A Slow Train Coming; Bringing the
Mental Health Revolution to Scotland Christine Dean and Tim Davison (Eds). Greater
Glasgow Community and Mental Health Services NHS Trust 1994

Diamond RJ "Coercion in the Community: Issues for Mature Systems" in Hollingsworth and
Stein (ed) , New Directions þr Mental Health Services, San Francisco: Jossey-Bass, 1995

Diamond, R.J., Stein, L.I., and Schneider-Braus, K "The Psychiatrist's Role in Mental Health
Center Administration pp 87-102 in V/. Breakey ed., Modern Community Psychiatry, Oxford
University Press. 1996

Diamond RJ "Coercion and Tenacous Treatment in the Community: Applications to the Real
World" pp Coercion and Aggrssive Community Treatment: A New Frontier in Mental Health
Law, pp 5l-72, D Dennis and J Monahan (ed) Plenum Press, 1996. Reprinted in R.E. Drake et.
al. ed Readings in Dual Diagnosis,Interntaional Associaton of Psychosocial Rehabilitation
Services, Columbia MD 1998

Diamond, R.J. "Multidisciplinary Teams" Community Psychiatry, a Practitioner's Manual.
Vacarro and Clark, ed., APA Press. 1996

Factor, R.M. and Diamond, R.J. "Emergency Psychiatry and Crisis Resolution in Community
Psychiatry, a Practitioner's Manual, Yacarco and Clark, ed., APA Press. 1996

Curtis, LC and Diamond, RJ. "Power & Coercion in Mental Health Practice " chapter 5,97-I22
in Treatment Compliance and the Therapeutic Alliance Bany Blackwell, ed., Harwood
Academic Publishers, Amsterdam 1 997
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Rosen A, Diamond RJ, Miller V and Stein LI "Becoming Real: From Model Programs to

Implemented Service" pp 27-4I in Dissemination of Innovative Programs , Hollingsworth (ed),

New Directionsþr Mental Health Services, San Francisco: Jossey-Bass, No 74 Summer 1997

Becker, M and Diamond, R "New Developments for Quality of Life Measuremerf in
Schizophrenia" Quality of Ltfe in Mental Disorders, Katschnig H, Freeman H and Sartorius N
(Eds). John V/iley & Sons, Chichester England (i998)

Becker, M and Diamond, R "La qualita di vita in psichiatria: Definizione, misurazione, e

implicazioni cliniche. II Pensier Schitifico Editore (119-148) Chichester England, John Wiley
and Sons (1999)

Becker, M and Diamond, R "Wisconsin Quality of Life Index (V/-QLI" 141-142 in Handbook of
Psychiatric Measures, Rush J, et. Al APA Press, Washington D.C. 2000

Becker, M and Diamond, R "Qualify of Life Measurement in Persons with Schizophrenia: Are
we Measuring V/hat's Important?" Quality of Ltfe in Mental Disorder 2"d ed. s, Katschnig H,
Freeman H (Eds). John Wiley & Sons, Chichester England (2005)

Diamond R. "Engaging the Crisis Patient Around Medication": Emergency Psychiatry:
Principles and Practice, edited by Rachel Lipson Glick, M.D., Jon S. Berlin, M.D., Avrim
Fishkind, M.D., and Scott Zeller, M.D. Lippincott V/illiams & Wilkins,2008

Diamond R " Psychopharmacology and Medication Adherence" The American Association of
Community Psychiatrists Handbook of Community Psychiatry. (Ed) McQuistion H, Feldman
JM,, Ranz J and Sowers W. 2012

Abstracts:

Becker, M and Diamond, R Quality of Life and Mental Health Sociological Abstracts (1994)

Becker, M and Diamond R "Quality of Life Measurement in Mental Health: What do the Data
Tell Us? Abstracts 4th Annual Conference of ISOQOL, Quality of Life Research vol 6, 1997 p

621

Letters to the Editor

RT \l/qrnarR f) cen M T qfirncrF llnerino P Crqio TK Nzfeislf'rN Teqt MA ..PRiSM

Psychosis Study. Design limitations, questionable conclusions". Br J Psychiatry.1999
Dec;175:501-3.

Posters:

Edwards, NC, Rupnow, FT, Diamond RJ and Poshos CL "Benefits of Compliance with Long-
Acting Risperidone in Schizopahrenia" APA Institute on Psychiatric Services, Boston 2003

Edwards, NC, Rupnow, FT, Pashos CL, Botteman, MF Locklear , J and Diamond R. "Cost-
Effectiveness of Long-Acting Risperidone Injection" APA annual meeting, 2004 New York

-18-
Exhibit 2 to Renewed Motion In Limine

Case 2:11-cv-00236-JPS   Filed 11/18/13   Page 20 of 23   Document 145-2



Hufnage E, Locklear J, Caruso R, Doyle J and Diamond R. "Treatment Goal Expectations of
Physicians and Patients with Schizophrenia" APA Institute on Psychiatric Services, Atlanta
2004

Edwards, NC, Rupnow, FT, Pashos CL, Botteman, MF Locklear , J and Diamond R. "Cost-
Effectiveness of Long-Acting Risperidone Injection" ISPORT 1Oth Annual Meeting,
Washington D.C. 2005

Edwards, NC, Locklear , J Rupnow, FT, and Diamond R. "Cost-Effectiveness Evaluation of
Long-Acting Risperidone" Institute of Psychiatric Services , 2005 San Diego, Calif

Diamond RJ "striving Towards Recovery: Setting New Expectations in Schizophrenia" NAMI
National Conference, Washington D.C. July 2006

Book Reviews
Serban, G. "Adjustment of Schizophrenics in the Community." J Hosp Psychiatry, November,

1981.

Sarban, T.R. and Mancuso, J.C. "Schizophrenia, Medical Diagnoses or Moral Verdict." ,,/

C ont e mp or ary P sy c hi atry, 2(2), I29 -13 0, June 1 9 8 3 .

Cutler, D.L. (Ed.) "Effective Aftercare for the 1980's." In New Directions in Mental Health
monograph - contemporary psychiatry, 3(3), 234-235, September 1984.

Allen, C.K. "Occupational Therapy for Psychiatric Diseases: Measurement and Management of
Cognitive Disabilities." J Clinical Psychiatry, July 1985.

Kanter, J.S. (Ed.) "Clinical Issues in Treating the Chronic Mentally lll." In New Directions in
Mental Health monograph, reviewed for Psychiatry,1986.

Bernheim, K.F. and Lehman, A.F. "Working with Families of the Mentally Ill" Reviewed for
Family Process,1986.

Letters and Newsletter Articles.

Jefferson, J., Greist, J., Marcetich, and Diamond, R. "Lithium and Hair Loss." Therapy

New sletter, | 4:23 -23, 197 9.

Cummins, T.K., Diamond, R.J. "Letters to the Editors: Intranasal Buspirone" , J. Clin
P sychopharmac olo gr, 1 0(4), 297 -298, August I 990.

Diamond, R. J., & Factor, R. M. Training residents to care for the chronically
ill, in Psychiatric News, Vol. 27, No. 1, Pg. 18. 1992

-L9 -
Exhibit 2 to Renewed Motion In Limine

Case 2:11-cv-00236-JPS   Filed 11/18/13   Page 21 of 23   Document 145-2



Diamond, RJ and Factor, R.M. "Don't Make Continuing Treatment More Diffrcult: A
Discussion in Opposition to the Proposed Fifth Standard For Civil Commitment" in Wisconsin
Psychiatrist 32(2): | 4 -19, 199 I

Diamond, R.J. and Factor, R.M.. Training Residents to Care for the Chronically Ill (letter).

Psychiatric News 1992,27 (1), 18

Diamond, RJ "Excerpts from Instant Psychopharmacology: A Guide for the Nonmedical Mental
Health Professional" Mental Health Special Interest Section Newsletter 18(2) June 1995 I-4.
Published by the American Occupational Therapy Association

Diamond, RJ "Excerpts from Instant Psychopharmacology part II: A Guide for the Nonmedical
Mental Health Professional" Mental Health Special Interest Section Newsletter 18(4) Dec 1995

3-4. Published by the American Occupational Therapy Association

Diamond, RJ "Excerpts from Instant Psychopharmacology part III: A Guide for the Nonmedical
Mental Health Professional" Mental Health Special Interest Section Newsletter 19(3) September

1996. Published by the American Occupational Therapy Association

Marshall, M; Bond, G; Stein, LI; Shephert, G;McGrew, J; Hoult, J;, Rosen, A; Huxley, P;

Diamond RJ; et al. "PRISM Psychosis Study: Design Limitations, Questionable Conclusions"
Brit J of Psychiatry (1999) 175, 50i-503

Unpublished Papers and Projects:
Curriculum developed for the New York Hospital Corporation Best Practice Training Series:

The Psychopharmacology Dialogue Project: A curriculum to train mental health staff how to
collaborate with clients on medication decision: 2006

Revised 10/13
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School of Meclicine
ancl Pul¡lic Health
tl NMiR.$l'l'Y () F lülS CONSIN-N{ltD lSON Department of Psychietry

10/30/1 3

Bradley S. Foley
Gutglass, Erickson, Bonville & Larson, S.C,

735 Nonh Water Street, Suite 1400

Milwaukee, WI 53202

You askecl that I legal cases where I have either been

deposed or testifi with attomeys on e number of cases and

*itt.n Teports! I s expert in one malpractice case, Lorelli Vs

Giannini in Ohio in 2003

I have testifîed as expefi witness in two patent law cases involving antipsychotic

medications.

Lilly v Zenith Goldline, trial held in Indiana in 2003

And
Novopharm v Lilly, hial held in Ottawa Czurada in 2010

I have attached â coPY of mY CV'

Sincerely

ø,q
Ronald J Diamond
Wisconsin Psychiatric lnstitute and Clinics

UniversÍty of Wisconsin
6001 Research Park Blvd
Madison,Wisc 53719

'Wiscon.sin 
l)sych ia cric Instì tute anc1 (ìli nics

60{112(r3'610{)

Maclisrlr, \X{ 5371 9-1176
FAX 6081263-0265
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A LIMITED LIABILITY ORGANIZATION

T}R,TDI,EI' S. FOI,EY
bracl lcy. fo ley(a,rgebsc. com

u'riter's direct: 4l 4-908-0240

November 8,2013

Via email only
Attorney James B. Gottstein
Law Project for Psychiatric Rights
406 G Street, Suite 206
Anchorage, AK 99501

Re
'Watson v. King-Vassel
Case No: IL-CV-236
Our File No: 911.19

Dear Mr. Gottstein:

'We 
name Martha Rolli, M.D. as a lay witness. A copy of her CV is enclosed. She may

be called to testiff as to the application of the phrase rnedically indicated in medicine.

Very truly yours,

s

Bradley S. Foley

BSF\cgw
Enclosure

cc:(w/enc1.)(via email): Attorney Rebecca L. Gietman

q

?35 NORTH \øATER STREET . SUITE 1400 . MIL\TAUKEE,WI 53202-4267 . PHONE 414-273-1144 . FAX 414-273-3821
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Revised 7/11

Martha L. (Molli) Rolli MD
State of Wisconsin

Department of Health Services
Mendota Mental Health Institute

PERSONAL DATA:

Office Address: Mendota Mental Health Institute
301 Troy Drive
Madison, Wisconsin 53704
Phone: (608) 301-1044

Home Address: 4322RolIaLane
Madison, Wisconsin 537 ll
Phone: (608) 218-8998
Cell: (608) 23s-5368

Birth date/Placez 06124l196llst.Paul, Minnesota

EDUCATION:
1984 - t987 8.S., Major: Psychology, Minors: Chemistry and Biology

Mankato State University
Mankato, Minnesota

GRADUATE:
1988 - 1992 M.D., Mayo Medical School

Rochester, Minnesota.

RESIDENCY:
1992 - 1996 Resident, Department of Psychiatry, University of Wisconsin

Madison, Wisconsin

1995 - 1996 Chief Resident, Department of Psychiatry
University of Wisconsin, Madison, Wisconsin

PRESENT APPOINTMENT:
Medical Director
Mendota Mental Health Institute
State of Wisconsin

CERTIFICATION AND LICENSURE:
American Board of Psychiatry and Neurology,l99T - recertified 2008

Additional Qualif,rcations in Forensic Psychiatry, 1998

Narcotics Registration Number: BR3l 42168
State Medical License: Wisconsin #34559-020
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PROFESSIONAL APPOINTMENTS :

2008-2010

2008- Present

201 1-Present

2008

2000 - 2008

2000 - 2008

2000 - 2008

2000 - Present

2000 - 2003

2000 - 2003

t996 - 1999

1996 - 2000

1996 - 2000

Psychiatry Director
Wisconsin Department of Corrections

Associate Professor, Clinical Faculty, Department of Psychiatry
University of V/isconsin Medical School, Madison, Wisconsin

Medical Consultant
Prest & Associates Inc
An indep endent review or ganization
Madison WI

Associate Professor, Department of Psychiatry
University of V/isconsin Medical School, Madison, Wisconsin

Assistant Professor, Department of Psychiatry
University of V/isconsin Medical School, Madison, Wisconsin

Active Staff
University of Wisconsin Hospitals & Clinics, Madison, Wisconsin

Director of Inpatient Psychiatry
University of Wisconsin Hospitals & Clinics, Madison, Vy'isconsin

Forensic Practice
Wisconsin Psychiatric Institute and Clinic
Focus: NGI evaluations, Malpractice and Disability
Madison, Wisconsin

Director of Consultation Liaison Psychiatric Services

University of Wisconsin Hospitals & Clinics, Madison, Wisconsin

Director of Psychiatric Emergency Services
University of 'Wisconsin Hospitals & Clinics, Madison, Wisconsin

Assistant Clinical Professor, Deparlment of Psychiatry
University of 'Wisconsin Medical School, Madison, Wisconsin

Staff Psychiatrist
Mendota Mental Health Institute, Madison, Vy'isconsin

Medical Director
TRAC Program
Mendota Mental Health Institute, Madison, Wisconsin

t996 - 2000 Medical Director
Exhibit 3 to Renewed Motion in Limine

Case 2:11-cv-00236-JPS   Filed 11/18/13   Page 3 of 8   Document 145-3



Cornerstone Community Support Program
Mental Health Center of Dane County
Madison, V/isconsin

1994 - 1996 Staff Psychiatrist, Emergency Services Unit
Mental Health Center of Dane County, Madison, Wisconsin

1994 - t996 OBRA Evaluator
Comprehensive Assessments, Madison, Wisconsin

1994 - t996 Staff Psychiatrist, Department of Veteran's Affairs
Compensation and Pension Evaluator, Madison, Wisconsin

PROFESSIONAL SOCIETY MEMBERSHIPS :

American Psychiatric Association
Offices held:

Assembly Representative,200T - to present

Wisconsin Psychiatric Association
Offrces held:

President 2003 -2005
Southern Chapter President 2002 - 2003
Nominations Committee 2002 - 2005
Membership Committee 2003 - present
Legislative Committee 2002 - present

Wisconsin Medical Society
Offices held:

Vice Chair: Board if Directors -201O-present
Member - Board of Directors 2008 - present
Chair, Council on Ethics and Judicial Affairs 2006 - 2010
Member Council on Ethics and Judicial Affairs 2002 - present
Member, Legislative Council 2007 - 2009
Alternate, Legislative Council 2004 - 2007
Chair, Nominating Committee 2006
Member, Nominating Committee 2006 - 2010
Member, House of Delegates, Reference Committee A- Health Insurance Coverage and

Access, 2007
Delegate, House of Delegates 2005, 2006,2007,2008,2009
Bioterrorism and Emergency Preparedness Advisory Committee 2002

Dane County Medical Society
Offrces held:

President 2008-2009
President Elect 2007 -2 0 0 8

Vice President2006 - 2007
Member, Board of Trustees 2005 - present
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HONORS AND AWARDS:
Exceptional Performance Award, DHFS 1997

TEACHING:
Faculty, third year Psychiatry Clerkship for medical students 2000-2008

University of Wisconsin School of Medicine and Public Health
Duties include: Supervising medical students during a four week clinical rotation

Lectures on Psychiatry and the Law
General Review Sessions

Course Chair, Forensics and Ethics, PGY-3 Psychiatry Residents 2000-present

Instructor, Bipolar Disorder, PGY-1 Lecture Series 2000-2008

Resident Supervision, P GY- 1, Inpatient Psychiatry Rotation 2000-200 8

Resident Supervision,PGY-2-4, individual general supervision 2O00-present

Faculty advisor, Forensic Clinical Rotation for PGY-3 residents 2000-present

RESEARCH INTERESTS:

Member, Deep Brain Stimulation work group, to look at feasibility of establishing a program for

treatment resistant depression 2000-200 8

Participant in ongoing Vagal Nerve Stimulation dosing study 2005-2008

SERVICE ACTIVITIES:

National:
Editorial reviewer for Academic Psychiatry,2}}5 - 2008

Representative to the American Psychiatric Association from the V/isconsin Psychiatric

Association, Legislative Advocacy Day, 2005

Representative for V/isconsin to the Annual American Medical Association, Advocacy Conference,

2004

Regional:
Consultant, Wisconsin Department of Regulation and Licensing
Member, Mental Health Drug Advisory Group, Department of Health and Family Services, State of

'Wisconsin,2005 - 2006
Member, Medicaid Pharmacy Comprehensive Neuroscience Stakeholder Advisory Committee,

Department of Health and Family Services, State of Wisconsin, 2005 - 2007

Universitv:
Member, Health Sciences Institutional Review Board, 2003 - 2008

Medical School:
Vice Chair, Student Promotions Committee2006 - 2008, (member since 2003)

Psychiatry Student Interest Group, Faculty Advisor, 2005 - 2208
Member, Mentoring Committee, Brian Bell, Neuropsychology,2005 - 2008

Hospital:
Member, Medical Ethics Committee, University of Wisconsin Hospitals and Clinics,

Reappointed as a community representative on the committee in 2010.

Member, Medical Ethics Committee, University of Wisconsin Hospitals and Clinics, 2000 - 2008
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Member, Corrective Action Peer Review Committee, 2008
Chair, Residency Disciplinary Committee, University of Wisconsin Department of Psychiatry,

2007 - 2008, member since 2005

Quality Evaluation and Review Committee, University of Wisconsin Hospitals and Clinics,
2000 - 2004

Quality Assurance Committee, University of Wisconsin Hospitals and Clinics, 2000 - 2003
Disaster Preparedness Committee, University of V/isconsin Hospitals and Clinics,2000 - 2002
Chair, Aggregate Root Cause Analysis, Sentinel Event Peer Review Subcommittee (SEPRS),

Prevention of elopement, 2005

Community:
Member, Dane County Health Council 2009-present
President, Medical Staff Association, Mendota Mental Health Institute, 1998 - 2000
Member, Medical Executive Committee, Mendota Mental Health Institute, 1997 - 2000
Member, Performance Improvement Committee, Mendota Mental Health Institute, 1997 - 2000
Member, Quality Counsel, Mendota Mental Health Institute, 1997 - 2000

PUBLICATIONS:

"Contractile Dynamics of Rat Skeletal Myocytes Detected by High Speed Digital Imaging
Microscopy." Poster presentation, Biophysical Society meeting 1 988.
"Microscopic Motion Analysis: Laplacian-of Gaussian Masks for sub-pixel edge detection." Poster
presentation, IEEE Tenth Annual Conference, 1988.
"Clozapine and Pulmonary Embolus." Am J of Psychiatry, 158(3):499-500, Mar 2001.
"Defining Ourselves." Wisconsin Psychiatrist, Fall 2003.

"What are You, Some Kind of Therapist?" Wisconsin Psychiatrist, Winter 2004.
"Resetting Our Lobbying Priorities." Wisconsin Psychiatrist, Spring 2004.
"A Fond Farewell."'Wisconsin Psychiatrist, Winter/Spring 2005.
"Volunteerism. " Vy'isconsin Psychiatrist, Fall 2 006.

Delerium. Dementia and Psvchosis
16th Annual Jail Health Care Conference
Wisconsin Dells, 2010

1

2

J

4

5

6

l
8

INVITED PRESENTATI ONS:

Annual Crisis Conference
Wisconsin Dells 2009

Suicide Assessment
Social Work Seminar Series
University of V/isconsin Hospitals and Clinics,2007

Biological Issues in Psychiatry
Conference Chair

1
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'Wisconsin Psychiatric Association
Annual Meeting, Spring 2006

Navigating Medicare Part D
Department of Psychiatry Grand Rounds
Wisconsin Psychiatric Institutes and Clinics, 2006

Antisocial Personality Disorder and Crisis Intervention
The Many Faces of Crisis, 9th Annual Crisis Intervention Conference
Middleton, Wisconsin, 2005

Pharmacy. Manasement and Formularies - Impact on the Psychiatrist
Psychiatrists, Medications and the Companies that Produce Them
Wisconsin Psychiatric Association
Spring Conference, 2005

Hallucinations
Department Case Conference
Wisconsin Psychiatric Institute and Clinics
Madison, Wisconsin, 2003

Depression: Advances in Treatment
University Club, "A Dose of Medicine" Luncheon Series

University of Wisconsin, Madison,'Wisconsin, 2003

Borderline Etiology
Sixth Annual Crisis Intervention Conference, Wiscon sin, 2002

Neuroleptic Malignant Syndrome - A Complex Case With Leeal lnlpliçeÉiaas
Department Case Conference, 2001

The Hospital in the Continuum of Care
Fifth Annual Crisis Intervention Conference
Wisconsin,200I

Pharmacolo gic Treatment of Personalit), Disorders
Grand Rounds
Mendota Mental Health Institute, Madison, Wisconsin, 2001

Pharmacologic Treatment of Personality Disorders
Grand Rounds
Winnebago Mental Health Institute, Winnebago, Wisconsin 2001

Vy'hat's New in P atric Treatment
Fourth Annual Crisis Intervention Conference, Wisconsin 2000

Third Annual Wisconsin State Crisis Intervention Conference
Wisconsin,1999
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Sexuality and Mental Illness
National Alliance for the Mentally Ill
'Wisconsin 

State Conference, 1999

Sexual Side Effects of Psychiatric Medications
Statewide Teleconference for Community Mental Health Providers
Wisconsin Department of Health and Family Services, 1999

Cognitive Behavioral Interventions for Crisis Personnel
Second Annual Wisconsin State Crisis Intervention Conference
Wisconsin, 1998

Treatment of Borderline Personality Disorder Parts I and II
Statewide Teleconference for Community Mental Health Providers
Wisconsin Department of Health and Family Services, 1998

Psychopharmacology for Psychologists
Edgewood College
Madison, Wisconsin, 1998

Delirium and Dementia
Mental Health Center of Dane County, brown bag lunch series
Madison,'Wisconsin, 1996
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   1                  UNITED STATES DISTRICT COURT
  

 2                  EASTERN DISTRICT OF WISCONSIN
   ---------------------------------------------------------

 3
   UNITED STATES OF AMERICA,
 4   and THE STATE OF WISCONSIN,
   ex rel. DR. TOBY TYLER WATSON,

 5
                   Plaintiffs,
 6
                 vs.                  Case No. 11-CV-236
 7
   JENNIFER KING VASSEL, CAPS
 8   CHILD & ADOLESCENT PSYCHOLOGICAL
   SERVICES, and ENCOMPASS EFFECTIVE

 9   MENTAL HEALTH SERVICES, INC.,
  

10                   Defendants.
  

11   ---------------------------------------------------------
  

12
  
13
  
14
  
15                Deposition of JENNIFER KING, M.D.
  

16                   Monday, November 11th, 2013
  

17
                            9:15 a.m.
18
                               at
19
           GUTGLASS, ERICKSON, BONVILLE & LARSON, S.C.
20                     735 North Water Street
                      Milwaukee, Wisconsin

21
  
22
  
23
  
24
  
25              Reported by Rosanne E. Pezze, RPR/CRR
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   1                  Deposition of JENNIFER KING, M.D., a
  

 2        witness in the above-entitled action, taken at the
  

 3        instance of the Plaintiffs, pursuant to Chapter 804
  

 4        of the Wisconsin Statutes, pursuant to Notice, before
  

 5        Rosanne E. Pezze, RPR/CRR, Certified Realtime
  

 6        Reporter and Notary Public, State of Wisconsin, at
  

 7        735 North Water Street, Milwaukee, Wisconsin, on the
  

 8        11th day of November, 2013, commencing at 9:15 a.m.
  

 9        and concluding at 12:49 p.m.
  

10
  
11   A P P E A R A N C E S:
  

12                OFFICE OF REBECCA L. GIETMAN, by
                  Ms. Rebecca L. Gietman

13                  805 South Madison Street
                  Chilton, Wisconsin  53014-1535

14                      -and-
                PSYCH RIGHTS, by

15                  Mr. Jim Gottstein
                  406 G. Street, Suite 206

16                  Anchorage, Alaska 99501
                  Appeared on behalf of the Plaintiffs.

17
                GUTGLASS, ERICKSON, BONVILLE & LARSON, S.C.,
18                by
                  Mr. Mark E. Larson

19                  735 North Water Street, Suite 1400
                  Milwaukee, Wisconsin  53202

20                  Appeared on behalf of the Defendant
                  Jennifer King.

21
                ALSO PRESENT:  Dr. Toby Tyler Watson
22
  
23
  
24
  
25
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   1                           I N D E X
  

 2   EXAMINATION                                      PAGE
  

 3   By Ms. Gietman.  .  .  .  .  .  .  .  .  .  .  .  .4
  

 4
  
 5
  
 6
                         E X H I B I T S
 7
   EXHIBIT NO.                               PAGE NUMBER
 8
  
 9   No. 1  CAPS records in compliance with the Court's
            qualified HIPAA Protective Order.  .  .  . 51

10
   No. 2  Data regarding Medicaid patients.  .  .  .  .82
11
   No. 3  Summary of Zoloft prescriptions for Medicaid
12           patients.  .  .  .  .  .  .  .  .  .  .  .  85
  

13   No. 4  Summary of Seroquel prescriptions for Medicaid
           patients.  .  .  .  .  .  .  .  .  .  .  .  87

14
   No. 5  NB's medical records from Encompass.  .  .   98
15
  
16
  
17      (Original exhibits attached to Original transcript.
           Copies of exhibits are attached to copies.)

18
  
19
  
20
  
21                         R E Q U E S T S
  

22
  
23                             (None.)
  

24
  
25
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 1                    TRANSCRIPT OF PROCEEDINGS
  

 2                  JENNIFER KING, M.D., having been first duly
  

 3        sworn on oath, was examined and testified as follows:
  

 4                      E X A M I N A T I O N
  

 5   BY MS. GIETMAN:
  

 6   Q    Can you state and spell your name, please.
  

 7   A    It's Jennifer King, K-I-N-G.
  

 8   Q    Not Vassel anymore?
  

 9   A    No.
  

10   Q    And, Ms. King, where do you reside?
  

11   A    My home address?
  

12   Q    Yes.
  

13   A    N52 W21717 Taylors Woods Drive, Menomonee Falls,
  

14        Wisconsin.
  

15   Q    Who do you reside there with?
  

16   A    Myself and currently two out of the three of our
  

17        kids.
  

18   Q    I'm sorry.  Dr. King.
  

19   A    That's okay.
  

20   Q    I apologize.  You're currently working?
  

21   A    Yes.
  

22   Q    Where do you work now?
  

23   A    I work as an independent contractor for Milwaukee
  

24        Health Services and 16th Street Community Health.
  

25   Q    Milwaukee Health Services?
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 1   A    Um-hmm.
  

 2   Q    What is that?
  

 3   A    It's a community health center.
  

 4   Q    And then there was another place called --
  

 5   A    16th Street Community Health Center.
  

 6   Q    How long have you been working through Milwaukee
  

 7        Health Services?
  

 8   A    I believe May of 2008.
  

 9   Q    How long have you been working at 16th Street
  

10        Community Health?
  

11   A    Around -- I think I started February of 2008.
  

12   Q    Before working for or at Milwaukee Health Services or
  

13        16th Street Community Health, where did you work?
  

14   A    I've always been pretty well, at least the last ten
  

15        plus years, an independent contractor, so I was
  

16        working out of Encompass Mental Health.
  

17   Q    So other than Milwaukee Health Services, 16th Street
  

18        Community Health, and Encompass, have you worked
  

19        anywhere else in the past ten years?
  

20   A    And prior to Encompass I had my own private office
  

21        for about a year and a half, maybe.
  

22   Q    And that was CAPS?
  

23   A    Correct.  Technically it's all still CAPS.  That's
  

24        just me, because I'm not employed by any of those
  

25        places.
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 1   Q    And CAPS is just a sole proprietorship?
  

 2   A    Yes.
  

 3   Q    So at Milwaukee Health Services who does your
  

 4        appointment billing there?
  

 5   A    The billing department.
  

 6   Q    And how about at 16th Street Community Health?
  

 7   A    The billing department.
  

 8   Q    At Encompass who did your billing?
  

 9   A    The office manager.
  

10   Q    Did you ever submit claims directly to Medical
  

11        Assistance for your time that you were seeing a
  

12        Medicaid patient?
  

13   A    Did I do the actual billing?
  

14   Q    Um-hmm.
  

15   A    No.
  

16   Q    How about for CAPS, who does --
  

17   A    The office manager.
  

18   Q    Who's your office manager?
  

19   A    Well, now it's at the individual places.  It's the
  

20        billing department.  When I had my own office, I had
  

21        an office manager.
  

22   Q    You said that you were still -- that was still all
  

23        CAPS?
  

24   A    Well, I'm saying because I'm an independent
  

25        contractor.  If I gave a business name it would still
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 1        be CAPS.  It's not a location.
  

 2   Q    But CAPS doesn't currently submit any billing?
  

 3   A    No.
  

 4   Q    So at Milwaukee Health Services who's in charge of
  

 5        the medical records there?
  

 6   A    The medical records department.
  

 7   Q    And 16th Street Community Health?
  

 8   A    The medical records department.
  

 9   Q    And Encompass, who's in charge of the records there?
  

10   A    They don't have a separate medical records
  

11        department, but the office manager.
  

12   Q    And your records from CAPS, where are those records?
  

13   A    Those are in a locked office at my house.
  

14   Q    So you have control of those?
  

15   A    Right.  Except for -- not all of them, because when I
  

16        moved from seeing patients in CAPS to Encompass, a
  

17        lot of the patients transferred over.  So the
  

18        patients that transferred over, Encompass took over
  

19        those records, so I don't have those.
  

20   Q    At Milwaukee Health Services who schedules
  

21        appointments for your clients to see you?
  

22   A    There's a -- I don't know what her official title is,
  

23        but there is the front desk registration person.
  

24   Q    Do you pay for that service?
  

25   A    No, I don't pay for any services there.
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 1   Q    So they schedule your appointments at Milwaukee
  

 2        Health Service.  Do they at 16th Street Community
  

 3        Health?
  

 4   A    Yes.
  

 5   Q    And when you worked at Encompass did they schedule
  

 6        your appointments?
  

 7   A    Yes.
  

 8   Q    At Milwaukee Health Services, what are your duties
  

 9        there?
  

10   A    I mean I'm a child and adolescent psychiatrist, so I
  

11        see and evaluate patients, I consult with, you know,
  

12        the therapist and the other people in the office.
  

13        There is primary healthcare as well, so I may, you
  

14        know, if they have questions or whatever, consult
  

15        with them.
  

16   Q    Do you oversee other counselors?
  

17   A    No.
  

18   Q    At 16th Street Community Health what are your duties
  

19        there?
  

20   A    They're the same.
  

21   Q    Do you oversee any counselors there?
  

22   A    No.
  

23   Q    At Encompass, what were your duties there?
  

24   A    To see and evaluate patients.
  

25   Q    And you oversaw other counselors there?
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 1   A    No.
  

 2   Q    It wasn't your duty to review prescriptions that
  

 3        other doctors were writing?
  

 4   A    No.
  

 5   Q    When did you stop billing for CAPS?
  

 6   A    I never directly billed for CAPS.  The office manager
  

 7        billed for CAPS, but that stopped when the office
  

 8        closed.
  

 9   Q    When did the office close?
  

10   A    The end of 2005.
  

11   Q    And you were the sole owner of CAPS, correct?
  

12   A    Yes.
  

13   Q    At Milwaukee Health Services do you participate in
  

14        meetings there with other than your patients?
  

15   A    Yeah, business meetings or, you know, office
  

16        meetings, yes.
  

17   Q    And how frequently do you have those at Milwaukee
  

18        Health Services?
  

19   A    There's a provider meeting which is for clinic-wide,
  

20        all the physicians.
  

21   Q    It's for clinical --
  

22   A    No, clinic-wide.  Not just the behavioral health
  

23        department.  We meet, on average, once a month.
  

24   Q    And that's a mandatory meeting?
  

25   A    Well, it's expected.  It's not mandatory.  I'm not an
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 1        employee.  I'm an independent contractor.
  

 2   Q    So what happens if you don't go to one of those
  

 3        meetings?
  

 4   A    I just wouldn't bill for the time and I wouldn't get
  

 5        paid.
  

 6   Q    Have you ever missed one?
  

 7   A    If I wasn't at work, yes.
  

 8   Q    Has there been one where you haven't been at work?
  

 9   A    I mean I can't recall off the top of my head.
  

10                  MR. LARSON:  Object to foundation to a
  

11        degree, but go ahead, if you know.
  

12                  THE WITNESS:  I don't know.  I can't recall
  

13        exactly but --
  

14   BY MS. GIETMAN:
  

15   Q    Do they give you notice ahead of time if they're
  

16        going to have a meeting?
  

17   A    It's -- yeah, it's usually the first -- the second
  

18        Monday of every month.
  

19   Q    So other than those second Monday of every month
  

20        meetings, are there other meetings that you
  

21        participate in at work?
  

22   A    There's a behavioral health department meeting about
  

23        three out of four Mondays a month for an hour to
  

24        discuss office matters.
  

25   Q    And who all participates in that?
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 1   A    Any physicians, therapists, office manager, the
  

 2        social worker from the behavioral health department.
  

 3   Q    And that's a meeting you are required to go to?
  

 4   A    I'm not technically required to go to any meeting
  

 5        because I'm not an employee.  So if I don't go, I
  

 6        don't bill for the time.
  

 7   Q    And has there been a time where you haven't gone?
  

 8   A    I can't recall an exact date, but probably.
  

 9   Q    How about at Encompass, were there meetings that you
  

10        were to participate in there?
  

11   A    No.
  

12   Q    At Milwaukee Health Services how are you paid?
  

13   A    I'm paid by the hour for my time.
  

14   Q    And you're paid by Milwaukee Health Services?
  

15   A    Correct.
  

16   Q    Do you ever receive payment directly from insurance
  

17        companies?
  

18   A    No.
  

19   Q    How about at 6th (sic) Street Community Health?
  

20   A    16th Street Community Health?
  

21   Q    Sorry.
  

22   A    Same thing; I'm paid on an hourly rate.
  

23   Q    From 16th Street?
  

24   A    From 16th Street.
  

25   Q    And in 2012 did you get a 1099 from Milwaukee Health
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 1        Services?
  

 2   A    Yes.
  

 3   Q    Did you get one from 16th Street?
  

 4   A    Yes.
  

 5   Q    Have you ever gotten other than a 1099 from Milwaukee
  

 6        Health Services, 16th Street, or Encompass?
  

 7   A    No.
  

 8   Q    You're here because of a Notice of Deposition,
  

 9        correct?
  

10   A    Yes.
  

11   Q    And you were asked to bring in a number of records.
  

12        First of all, you were asked to bring all notes,
  

13        reports and/or records related to NB's care from
  

14        March 2nd, 2005 to the present including but not
  

15        limited to medical records, billing records and
  

16        pre-authorizations.
  

17   A    I don't have -- NB's chart is at Encompass.
  

18   Q    Did you make any effort to get his records, reports,
  

19        notes from Encompass?
  

20   A    Well, I know that there --
  

21                  MR. LARSON:  Let me just object.  That has
  

22        been a matter of litigation process that the doctor
  

23        has not been -- she hasn't been required to be
  

24        necessarily involved with.  And I thought it was made
  

25        very clear at the very inception of the case where
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 1        the records were.  So I mean you've had as much
  

 2        access through them as we have through the litigation
  

 3        process.  Encompass was originally a party to this
  

 4        action, so I don't know how that question is an
  

 5        appropriate question with regard to what her efforts
  

 6        are.  She's made the statement they're not hers.
  

 7   BY MS. GIETMAN:
  

 8   Q    Okay.  Since getting this Notice of Deposition, did
  

 9        you make any effort at all to get notes, reports or
  

10        records related to NB's care?
  

11                  MR. LARSON:  Well, if you're talking about
  

12        them from Encompass, we've already discussed that.
  

13        To the extent that you're talking about
  

14        attorney-client communication, that's not appropriate
  

15        so she's not going to answer that.
  

16   BY MS. GIETMAN:
  

17   Q    Other than attorney-client documents, did you make
  

18        any effort at all to get notes, reports or records
  

19        related to NB's care since getting this Notice of
  

20        Deposition?
  

21   A    I guess I have the same copies that you guys have
  

22        that Encompass sent.
  

23   Q    Dr. King, since getting this Notice of Deposition did
  

24        you make any effort to get notes, reports or records
  

25        related to NB's care?
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 1                  MR. LARSON:  Let me just object to the
  

 2        foundation of that question, because since we don't
  

 3        have an authorization from NB, she couldn't possibly
  

 4        make such an effort.
  

 5                  MS. GIETMAN:  I'm asking a simple question;
  

 6        she can answer yes or no.  I'm making no
  

 7        determination about what she should have done.
  

 8                  MR. LARSON:  Whether she should have?
  

 9        Whether it was legal for her?
  

10                  MS. GIETMAN:  I'm asking if she made any
  

11        effort to --
  

12                  MR. LARSON:  With that clarification, you
  

13        can answer the question.
  

14                  THE WITNESS:  Since getting notice on
  

15        Wednesday night of last week that you guys wanted
  

16        these records, no, I have not.
  

17   BY MS. GIETMAN:
  

18   Q    Do you have in your personal files or under your care
  

19        any notes, reports or records related to NB's care
  

20        other than your communications with your attorney?
  

21   A    No.
  

22   Q    You were asked to bring all documents, references or
  

23        other information or any combination you relied upon
  

24        since March 2nd, 2005 through the present before
  

25        writing a prescription for a Medicaid recipient to
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 1        determine whether such prescription was covered for
  

 2        purposes of reimbursement, i.e. properly paid by
  

 3        Medicaid.  Did you bring any responsive documents?
  

 4   A    No.
  

 5   Q    Since getting this Notice of Deposition did you make
  

 6        any effort to get together those documents?
  

 7   A    I don't have any documents.
  

 8                  MR. LARSON:  I just want to object to the
  

 9        foundation for the request.
  

10   BY MS. GIETMAN:
  

11   Q    You were asked to bring all documents, references or
  

12        other information or any combination you relied upon
  

13        in prescribing medications to NB.  Did you bring
  

14        those records?
  

15   A    I don't have records to bring.
  

16   Q    You rely on no document, reference or other
  

17        information in prescribing medication to NB?
  

18   A    I rely on my training, my clinical experience, the
  

19        knowledge base that I've gained over the years.
  

20   Q    And what is that knowledge base?
  

21   A    What do you mean?
  

22   Q    You said you rely on the knowledge base you've gained
  

23        over the years.
  

24   A    Right.
  

25   Q    What is that knowledge base?
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 1   A    Through my experience, through practice, through -- I
  

 2        mean if I read things over the years, I don't save
  

 3        them.
  

 4   Q    Do you know what you've read through the years?
  

 5   A    No, I can't recall that.
  

 6   Q    Do you have a subscription to any medical journals?
  

 7   A    The American Academy of Child and Adolescent
  

 8        Psychiatry.
  

 9   Q    Do you save those?
  

10   A    No, I do not.
  

11   Q    You were asked to bring any and all written
  

12        communications with any person, entity or government
  

13        agency other than counsel regarding this litigation.
  

14        Did you bring any responsive documents?
  

15   A    I don't have any documents.
  

16   Q    Have you ever had any written communication with any
  

17        person, entity or government agency other than your
  

18        counsel regarding this litigation?
  

19   A    No, I have not.
  

20   Q    Any and all documents, references or other
  

21        information or written communications with any
  

22        person, entity or governmental agency other than
  

23        counsel from the time you were licensed to practice
  

24        medicine in Wisconsin to date regarding Medicaid drug
  

25        coverage.  You were asked to bring those records.
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 1        Did you bring any responsive documents?
  

 2   A    Can you read that over?
  

 3   Q    Any and all documents, references or other
  

 4        information or written communication with any person,
  

 5        entity or governmental agency other than counsel from
  

 6        the time you were licensed to practice medicine in
  

 7        Wisconsin to date regarding Medicaid drug coverage.
  

 8                  MR. LARSON:  I'm just going to object to
  

 9        that.  The question was overly broad, unduly
  

10        burdensome, not reasonably calculated to lead to the
  

11        discovery of admissible evidence.  But go ahead and
  

12        answer the question.
  

13                  THE WITNESS:  No, I did not.
  

14   BY MS. GIETMAN:
  

15   Q    Have you -- do you have any documents, references,
  

16        information or written communication with any person
  

17        other than counsel from the time you were licensed to
  

18        practice in Wisconsin to date regarding Medicaid drug
  

19        coverage?
  

20   A    I may have a copy of a formulary.
  

21   Q    But you didn't bring that?
  

22   A    It's a current formulary, so no.  I mean it's
  

23        available online.  It's available -- I don't know if
  

24        I do.  I just said I may.  I can't say it's not in my
  

25        office, but --
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 1   Q    Did you make any effort to look through your
  

 2        documents, your e-mail, your computer, to find
  

 3        responsive documents to this request?
  

 4   A    I know there's none in there, so no.
  

 5   Q    But you said you may have some?
  

 6   A    Yeah, maybe like in an office drawer.
  

 7   Q    Did you make any effort since receiving this Notice
  

 8        of Deposition to gather any of those records?
  

 9   A    No, because I have not been at that office since I
  

10        got this notice.
  

11   Q    And what office is that?
  

12   A    I mean if it's anywhere, and I don't even know if it
  

13        is, the only thing I'm talking about would be a
  

14        current Medicaid formulary.  It would be at the
  

15        Managed Health Services.
  

16   Q    Where is --
  

17   A    I mean Milwaukee Health Services.  I'm sorry.
  

18   Q    So you believe you may have a current formulary
  

19        there.  What is your process for dealing with
  

20        formularies?  You get one and put it in a drawer?  Do
  

21        you review it?
  

22   A    I see hundreds of patients every year, so a lot of
  

23        this information is just in my head.  After a while I
  

24        know what medications are on formulary and what
  

25        aren't.  So I don't constantly pull out a document to
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 1        look at.  It's what I do day to day.  So...
  

 2   Q    What changes have there been since last year's
  

 3        formulary to this year's formulary?
  

 4   A    In terms of what?
  

 5   Q    Medications that are approved to be prescribed or can
  

 6        be reimbursed.
  

 7                  MR. LARSON:  Object to the form and the
  

 8        foundation for that question.
  

 9   BY MS. GIETMAN:
  

10   Q    Well, what changes have been made since last year to
  

11        this year's formulary?
  

12   A    In terms of which medications?  I don't prescribe
  

13        medication for every indication.  I don't prescribe
  

14        medication, you know, for cancer patients or for --
  

15        so can you be more specific?
  

16   Q    You have said that you know, it's in your head,
  

17        what's on the formulary so you don't review it.  And
  

18        I'm asking you, what changes have been made since
  

19        last year's formulary to this one?
  

20                  MR. LARSON:  Let me object to the form and
  

21        foundation for the question.  Go ahead.
  

22                  THE WITNESS:  So in terms of the
  

23        medications that I commonly prescribe, in the last 12
  

24        months I don't know specifically of any.  In the last
  

25        couple years, you know, Kapvay -- Intuniv, I'm sorry,
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 1        has been added to the formulary.
  

 2   BY MS. GIETMAN:
  

 3   Q    So did you have a formulary for 2005?
  

 4   A    What do you mean did I have a formulary?
  

 5   Q    Did you have a state-issued formulary for 2005?
  

 6   A    There's always a formulary.  I may not have it in
  

 7        hard copy, but I have access to a formulary.
  

 8   Q    So is this a document that you reviewed in 2005?
  

 9                  MR. LARSON:  Object to foundation.  If you
  

10        remember.
  

11                  THE WITNESS:  Probably.
  

12   BY MS. GIETMAN:
  

13   Q    Would you -- do you use a formulary?
  

14   A    I have to use the formulary otherwise I won't be
  

15        reimbursed.  I only prescribe medications either that
  

16        are on formulary or that I fill out a prior
  

17        authorization form for.
  

18   Q    So in 2005 were you prescribing medications that you
  

19        were concerned about their reimbursement so you would
  

20        have looked at the formulary?
  

21   A    Most likely, but I probably knew what was on the
  

22        formulary.
  

23   Q    And do you have copies of the 2005 formulary?
  

24   A    No.
  

25   Q    Did you at any point have a copy of the 2005
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 1        formulary?
  

 2   A    Most likely, yes.
  

 3   Q    And where would that have been kept?
  

 4   A    That was eight years ago, so I don't recall where it
  

 5        would be kept.
  

 6   Q    And when you say "the formulary," what is the
  

 7        formulary?
  

 8   A    I said a formulary.
  

 9   Q    When you say "a formulary," what is a formulary?
  

10   A    It depends on who's ever the insurance carrier.  So
  

11        if it was United Health Services, it would be United
  

12        Health Services' formulary.  If it was Network
  

13        Health, it would be Network Health formulary.  If it
  

14        was straight Title 19, it would be straight Title 19
  

15        formulary.
  

16   Q    So there are a number of different formularies?
  

17   A    Correct.
  

18   Q    For 2013 do you have a number of different
  

19        formularies in your possession?
  

20   A    No.
  

21   Q    Why not?
  

22   A    Because there has not been lots of new medications
  

23        added to the formulary, and I'm fairly familiar with
  

24        what medication I've prescribed and whether or not
  

25        they're on formulary, one.  And two, I don't know the
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 1        exact date, but a few years ago the HMOs and straight
  

 2        Title 19 all started using the same formulary.
  

 3   Q    And what is the formulary that they all use now?
  

 4   A    What do you mean?
  

 5   Q    You said they all use the same formulary.
  

 6   A    It's just the formulary.  It doesn't have an official
  

 7        name.  It's just their formulary.  It's just a list
  

 8        of medications that they cover without having to do a
  

 9        prior authorization.
  

10   Q    And do you have a copy of that?
  

11   A    No.
  

12   Q    You were asked to bring all notes, reports and/or
  

13        records related to your current minor Medicaid
  

14        patients, including but not limited to medical
  

15        records, billing records and pre-authorizations
  

16        produced in compliance with the Court's qualified
  

17        protective order.  Did you bring any responsive
  

18        documents?
  

19   A    I don't have any.  Those records are not mine, so I
  

20        don't have access to bring those.
  

21   Q    Since being given Notice of this deposition, did you
  

22        make any steps -- take any steps to get records of
  

23        your current Medicaid patients?
  

24                  MR. LARSON:  Well, again, object to the
  

25        form and the foundation.  She doesn't have the legal
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 1        ability to do that.  And, plus, there is the other
  

 2        avenues that you have sought through the Court with
  

 3        those entities.  So I -- I think there's a lack of
  

 4        foundation for that question.
  

 5   BY MS. GIETMAN:
  

 6   Q    Since getting Notice of this deposition did you go to
  

 7        anyone at Milwaukee Health Services and request
  

 8        copies of your current minor Medicaid patients'
  

 9        records?
  

10   A    No, because those are their records and not mine.
  

11   Q    But you made no effort to request them?
  

12                  MR. LARSON:  Object to the insinuation and
  

13        the form of the question.
  

14                  MS. GIETMAN:  She can answer a yes or no.
  

15                  MR. LARSON:  Yeah.  I'm objecting to the
  

16        form.  I have the right to do that.
  

17                  MS. GIETMAN:  Certainly, and please answer.
  

18                  THE WITNESS:  Those records are not mine,
  

19        so no.
  

20   BY MS. GIETMAN:
  

21   Q    Did you go to 16th Street Community Health and
  

22        request access to your current minor Medicaid
  

23        patients' records?
  

24                  MR. LARSON:  Same objections, but you can
  

25        answer.
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 1                  THE WITNESS:  What do you mean access?
  

 2                  MS. GIETMAN:  Access so that you could
  

 3        respond to this Notice of Deposition.
  

 4                  THE WITNESS:  Okay.  I can't legally print
  

 5        off those documents and take them outside of their
  

 6        agency.  I can look it up on the computer, but I
  

 7        can't print it off because it belongs to the agency
  

 8        and not myself.
  

 9   BY MS. GIETMAN:
  

10   Q    Since getting this Notice of Deposition did you go to
  

11        16th Street Community Health and request copies of
  

12        the file so that you could respond to this deposition
  

13        Notice?
  

14   A    No.
  

15                  MR. LARSON:  Same objections that I had for
  

16        that request.
  

17                  MS. GIETMAN:  And the answer?
  

18                  THE WITNESS:  I said no.
  

19   BY MS. GIETMAN:
  

20   Q    Do you have access to the records when you're seeing
  

21        the patient?
  

22   A    Yes.
  

23   Q    You were asked to bring all documents -- excuse me
  

24        just a moment.  Do you have any personal notes,
  

25        reports or records related to your current minor
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 1        Medicaid patients?
  

 2   A    No.
  

 3   Q    You were asked to bring all documents, references or
  

 4        other information, if any, you relied upon in
  

 5        determining whether uses for drugs are approved under
  

 6        the Food, Drug & Cosmetic Act for March 2nd, 2005 to
  

 7        date.  Did you bring any records responsive to that?
  

 8   A    I'm sorry.
  

 9                  MR. LARSON:  Let me object, because that's
  

10        a misstatement of the Act.  And I will tell you that
  

11        we're producing today a number of documents, today,
  

12        that in fact clarify that that's a misstatement.
  

13                       So, in essence, she has produced today
  

14        records responsive to that because it addresses why
  

15        that's not an accurate -- it's hard to respond to
  

16        something that's not accurate, and that's in fact
  

17        what we've produced as documents today explaining why
  

18        that's not accurate.  So there are documents here
  

19        today.
  

20   BY MS. GIETMAN:
  

21   Q    And your documents here today are to explain why uses
  

22        aren't approved under the Food, Drug & Cosmetic Act
  

23        rather than any --
  

24                  MR. LARSON:  I think it's quite clear.  You
  

25        can take a look starting with the FDA Drug Bulletin.
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 1        It says -- that's not what the FD&C Act does.  It
  

 2        doesn't approve physician uses.  So --
  

 3                  MR. GOTTSTEIN:  That wasn't the question.
  

 4                  MR. LARSON:  It is.  So you're -- implicit
  

 5        in the request was documents that talk about the FD&C
  

 6        approving uses, and the FDA says that's not what the
  

 7        FD&C does.
  

 8                  MR. GOTTSTEIN:  Yeah, it does.  It says any
  

 9        use and approved drug.
  

10                  THE WITNESS:  Okay.  Any drug is approved
  

11        if it has -- if the labeling is separate from
  

12        approval.  So if a drug is on market and the FDA has
  

13        said it's safe to use in humans, as a physician, I'm
  

14        authorized to use it.  And that's what this document
  

15        says.
  

16                  MR. LARSON:  Clearly, the FDA even says the
  

17        term "unapproved use" is to some extent misleading
  

18        and goes on to explain why.  So that request is very
  

19        hard to respond to other than to produce these
  

20        documents that show the FDA has repeatedly said, as
  

21        have some of the documents that comprise the
  

22        compendium that specifically say drug labeling has
  

23        nothing to do with whether something is an approved
  

24        use or not.
  

25
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 1   BY MS. GIETMAN:
  

 2   Q    Dr. King, since getting served with this lawsuit,
  

 3        have you taken any steps to review the FDCA regarding
  

 4        the drugs that you have been prescribing to minor
  

 5        Medicaid patients?
  

 6   A    I'm not sure what you're asking.
  

 7   Q    Since getting served with this lawsuit have you
  

 8        reviewed the FDCA for the drugs that you are
  

 9        prescribing to minor Medicaid patients?
  

10                  MR. LARSON:  Object to the foundation for
  

11        that question.  Go ahead and answer, if you can.
  

12                  THE WITNESS:  I still don't understand.
  

13        What do you mean have I reviewed the FDCA?  Have I
  

14        reviewed the actual Act?
  

15   BY MS. GIETMAN:
  

16   Q    Have you looked up Risperdal under the FDCA?
  

17                  MR. LARSON:  Well, that's not -- wait a
  

18        minute.  Object to the form of that question.  If you
  

19        can understand that question and respond, go ahead.
  

20                  THE WITNESS:  I'm not sure specifically.  I
  

21        mean yes.
  

22   BY MS. GIETMAN:
  

23   Q    You have.  When did you do that?
  

24   A    I don't know.  I can't give you an exact date.
  

25   Q    Well, was it --
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 1   A    I don't understand.  Have I looked and reviewed it
  

 2        where?  I don't know what you're asking me.
  

 3   Q    Have you looked to see if Risperdal was approved for
  

 4        the use in children under five?
  

 5   A    I didn't need to look.
  

 6                  MR. LARSON:  Again, object to the form of
  

 7        the question because it misstates the law.
  

 8                  THE WITNESS:  That labeling is not used.
  

 9        So are you asking me -- they don't approve
  

10        medications whether or not I can use it.  They
  

11        approve labeling for whether or not manufacturers can
  

12        market the medications for certain uses.
  

13   BY MS. GIETMAN:
  

14   Q    Have you reviewed the FDCA?
  

15                  MR. LARSON:  So are you talking about the
  

16        legal Act?  Not the product.  You're -- there's two
  

17        different things here.  That's what I'm getting
  

18        confused by.  There's product labeling.  Are we
  

19        talking about product labeling or are we talking
  

20        about something else?
  

21                  MS. GIETMAN:  Let me ask it a different
  

22        way.
  

23                  MR. LARSON:  Okay.
  

24   BY MS. GIETMAN:
  

25   Q    What uses are approved under the FDCA for Risperdal?
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 1        What are the uses approved under the FDCA for
  

 2        Risperdal?
  

 3                  MR. LARSON:  Object to form and foundation
  

 4        for that question.  It misstates things.  Go ahead.
  

 5                  THE WITNESS:  They don't approve uses.  Are
  

 6        you asking me what labeling is approved?
  

 7   BY MS. GIETMAN:
  

 8   Q    What labeling is approved under the FDCA for
  

 9        Risperdal?
  

10   A    In what population?
  

11   Q    Minors.  Pediatric use.
  

12   A    It has an FDA approval for, I believe it's five and
  

13        over, for irritability and autistic spectrum
  

14        disorder.
  

15   Q    Since receiving this -- when is the last time you
  

16        looked at the approved uses under the FDCA for the
  

17        pediatric psychotropic drugs you prescribe?
  

18   A    They don't approve usage.
  

19                  MR. LARSON:  Just wait.  Let me object to
  

20        the form, foundation.  First of all, it's multiple in
  

21        form and it's a mischaracterization of both the FD&C
  

22        Act and -- so I think it's a very difficult question
  

23        to answer.  But go ahead and respond if you can in
  

24        some way respond to the question.
  

25                  THE WITNESS:  I don't even understand the
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 1        pieces of the question.  Have I looked it up where?
  

 2        There's not some, you know, book that I know of where
  

 3        it says, you know, this is what the FDA say that you
  

 4        as an individual practitioner with your experience
  

 5        and knowledge base and, you know, medical knowledge
  

 6        can only prescribe these medications for this use.  I
  

 7        don't know of a book like that.
  

 8   BY MS. GIETMAN:
  

 9   Q    Have you -- well, let's move on for a moment.  We'll
  

10        come back to that.
  

11                       But looking at the documents that you
  

12        were asked to bring, you were asked to bring all
  

13        documents, references or other information, if any,
  

14        you relied upon in determining whether uses for drugs
  

15        are approved under the Food, Drug & Cosmetic Act from
  

16        March 2nd, 2005 to date.  You're saying you have no
  

17        records like that because that is incorrect.  Is that
  

18        true?
  

19   A    I'm saying the FDCA approved labeling.  They do
  

20        not -- they specifically say themselves that they do
  

21        not determine what a physician should or should not
  

22        do and they acknowledge that, you know, nonlabeled
  

23        uses may be more appropriate in some instances.
  

24   Q    So you have brought nothing responsive to this, other
  

25        than to say we are misusing the term "approved" under
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 1        the FDCA?
  

 2                  MR. LARSON:  Object to the form of that
  

 3        question.  But --
  

 4                  THE WITNESS:  Yes.
  

 5   BY MS. GIETMAN:
  

 6   Q    Okay.  You were also asked to bring all documents,
  

 7        references or other information, if any, you relied
  

 8        upon in deciding to write prescriptions for uses not
  

 9        approved under the FDCA from March 2nd, 2005 to date.
  

10        Did you bring any documents responsive to that?
  

11                  MR. LARSON:  Object to the form and the
  

12        foundation for that request.
  

13                  THE WITNESS:  And can you read that over,
  

14        please?
  

15   BY MS. GIETMAN:
  

16   Q    All documents, references or other information, if
  

17        any, you relied upon in deciding to write
  

18        prescriptions for uses not approved under the FDCA
  

19        for March 2nd, 2005 to date.
  

20   A    All the drugs that I prescribed are approved to be
  

21        used, so no.
  

22   Q    So what are you relying on that they're approved to
  

23        be used?
  

24   A    They're on the market.  If they weren't approved to
  

25        be used, they wouldn't be available in the
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 1        pharmacies.
  

 2   Q    So the --
  

 3   A    I don't use any investigational drugs or anything.  I
  

 4        use things that were approved by the FDA to be
  

 5        marketed.
  

 6   Q    So you use labeling for what we're using as "use
  

 7        approved"?
  

 8   A    No.
  

 9   Q    You're using labeling to determine whether or not a
  

10        drug is appropriate?
  

11   A    No.  I think that's what you guys are doing.  I'm
  

12        saying the FDA labels medications for the
  

13        manufacturers to tell them how they can market the
  

14        medication.  They do not label medications to tell
  

15        physicians how they can prescribe or use medications.
  

16   Q    And I asked you to bring documents that -- all
  

17        documents, references or other information, if any,
  

18        you relied upon in deciding to write prescription for
  

19        uses not approved under the FDCA from March 2nd, 2005
  

20        to date.  And you told me if it's on the market you
  

21        can prescribe it?
  

22   A    That's correct, as a physician, based on my clinical
  

23        judgment and the situation with the patient.
  

24                  MR. LARSON:  And just so that you're clear,
  

25        the documents we've produced today, there's multiple
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 1        documents we've produced today that the FDA makes the
  

 2        statement that once a product has been approved for
  

 3        marketing, a physician may choose to prescribe it for
  

 4        uses or in treatment regiments or patient populations
  

 5        that are not included in approved labeling.  It goes
  

 6        on to explain that it doesn't intend to impact or
  

 7        control what physicians consider appropriate uses.
  

 8   BY MS. GIETMAN:
  

 9   Q    When you prescribe to a Medicaid patient, do you use
  

10        any other criteria other than that?
  

11   A    I use my clinical judgment.  I use what's going on
  

12        with the patient.  I use what may or may not have
  

13        worked for the patient in the past.  I use what's
  

14        standard of care in the field of child psychiatry.
  

15   Q    Have you been deposed before?
  

16   A    In a divorce.
  

17   Q    Other than in your divorce -- that was your divorce
  

18        you were deposed in --
  

19   A    Yes.
  

20   Q    -- or someone else's?  Other than in your divorce,
  

21        have you ever been involved in litigation?
  

22   A    No.
  

23   Q    Prior to meeting here today, other than with counsel,
  

24        did you discuss with anyone the fact that you were
  

25        being deposed?
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 1   A    Yes.
  

 2   Q    With whom did you discuss it?
  

 3   A    With my teenage son.  I told him where I was going
  

 4        today.
  

 5   Q    Anyone else?
  

 6   A    My sister.
  

 7   Q    Anyone else?
  

 8   A    No.
  

 9   Q    Have you discussed this litigation at all with
  

10        anyone, other than counsel, other than your teenage
  

11        son and sister about this deposition?
  

12                  MR. LARSON:  It was just asked and
  

13        answered, but go ahead.
  

14                  THE WITNESS:  I mean I probably mentioned
  

15        it, yes.
  

16   BY MS. GIETMAN:
  

17   Q    To whom did you mention it?
  

18   A    I don't know.  Probably other family members.
  

19   Q    Did you discuss any of this with anyone at work?
  

20   A    I believe I told my -- I told -- actually, I told
  

21        them why I was off today.
  

22   Q    Other than regarding this deposition, I mean about
  

23        the litigation in general, have you discussed that
  

24        with anyone other than your teenage son, your sister
  

25        and family members?
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 1   A    What do you mean by discussed?
  

 2   Q    Told them that you were being sued, told anybody what
  

 3        the basis of the lawsuit was, talked to anyone other
  

 4        than your counsel, your son, your sister or family
  

 5        members?
  

 6   A    Sure.  I've told coworkers that -- that this is in
  

 7        litigation, yes.
  

 8   Q    What coworkers?
  

 9   A    I don't recall which ones specifically.
  

10   Q    Which place that you're working at?
  

11   A    Probably both.
  

12   Q    Did you tell them all?
  

13   A    No, because I mean I would -- I didn't tell them all
  

14        because I'm not friends with all.
  

15   Q    Who are you friends with?
  

16   A    I don't know if I'm friends outside of work with
  

17        anybody.  I wouldn't tell -- I mean I probably told
  

18        Yvonne Bell-Gooden, who's a psychologist at Milwaukee
  

19        Health Services.
  

20   Q    Yvonne Bell-Good?
  

21   A    Bell-Gooden.
  

22   Q    Anyone else?
  

23   A    And Deon Ramsey, who's a nurse there.  And probably
  

24        at 16th Street Clinic, I told Jaime Ruvalcaba.  It's
  

25        J-A-I-M-E, Ruvalcaba, which I think is
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 1        R-U-V-A-L-C-A-B-A.
  

 2   Q    Anyone at 16th Street?
  

 3   A    Jaime Ruvalcaba is at 16th Street.
  

 4   Q    I'm sorry.  Anyone else?
  

 5   A    Not that I recall.
  

 6   Q    Other than those coworkers, have you discussed this
  

 7        litigation with anyone else?  Family members and
  

 8        those coworkers, anyone else?
  

 9   A    No.
  

10   Q    Did you discuss this litigation with Jacob Olson?
  

11   A    No.
  

12   Q    Do you know Jacob Olson personally?
  

13   A    I know him professionally.
  

14   Q    How long have you known him?
  

15   A    I mean years ago, and I don't remember the exact
  

16        date, we sat on a board together.  But I haven't had
  

17        any contact with him since then and I never had
  

18        contact with him outside of the board meetings.
  

19   Q    What board was that?
  

20   A    It was Managed Health Services Pharmacy and
  

21        Therapeutics Committee.
  

22   Q    And what year was that?
  

23   A    I don't recall the exact dates.  Probably around
  

24        2004, 2005, but I don't know the exact dates.
  

25   Q    Have you sent any e-mails to anybody regarding this
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 1        litigation other than your counsel?
  

 2   A    No.
  

 3   Q    Do you know Ronald J. Diamond?
  

 4   A    No.
  

 5   Q    Have you ever spoken with him?
  

 6   A    No.
  

 7   Q    Have you spoken with Mr. Olson about this litigation?
  

 8   A    No, I have not spoken to him outside of when we were
  

 9        on the committee together, which was years ago.
  

10   Q    So you were a contract employee with Encompass?
  

11   A    I wasn't an employee.  I'm an independent contractor.
  

12   Q    I'm sorry, independent contractor with Encompass.
  

13        Why did you leave there?
  

14   A    I just wanted to.
  

15   Q    Why?
  

16   A    I mean there was no real why.  I just decided to
  

17        leave.  I don't -- I mean -- Managed -- I mean
  

18        Milwaukee Health Services is a community health
  

19        center and I wanted to be more involved in the
  

20        community health center.  So that's the population of
  

21        patients that I like to serve.
  

22   Q    How many days a week are you at Milwaukee Health
  

23        Services?
  

24   A    Right now, three.
  

25   Q    What three days are those?
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 1   A    Mondays, Tuesdays and Fridays, generally.
  

 2   Q    And do you tell them what days to schedule you for or
  

 3        do they schedule those days and then those are the
  

 4        days you work?
  

 5   A    It's a set schedule.  So it's Monday, Tuesday and
  

 6        Friday, unless I take off.
  

 7   Q    And that's at Milwaukee Health Services?
  

 8   A    Correct.
  

 9   Q    And when do you work at 16th Street Community Health?
  

10   A    Wednesdays and Thursdays.
  

11   Q    Do you see the same patients at each?
  

12   A    What do you mean?
  

13                  MR. LARSON:  Same individual people?
  

14                  MS. GIETMAN:  Yeah.
  

15                  THE WITNESS:  No.  Those are two separate
  

16        clinics with two separate patient bases.
  

17   BY MS. GIETMAN:
  

18   Q    When you left Encompass did you take your patient
  

19        base with you?
  

20   A    No.  If patients wanted to transfer over, because
  

21        Encompass, after I left, didn't have a child
  

22        psychiatrist.  So some of those patients might have
  

23        decided to come to Milwaukee Health Services.  But I
  

24        didn't take any, you know, records or -- I mean it
  

25        was up to the individual.
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 1   Q    When you started at Milwaukee Health Services was
  

 2        there already a pool of patients that needed your
  

 3        assistance or did you build up that pool?
  

 4                  MR. LARSON:  Object to the form of that
  

 5        question.
  

 6   BY MS. GIETMAN:
  

 7   Q    I can rephrase if that was confusing.
  

 8                       Were there already patients at
  

 9        Milwaukee Health Services that you're now seeing, or
  

10        did you bring patients or get patients?
  

11   A    I don't get the patients.  So -- I mean it's a
  

12        community health center, so there's pediatricians,
  

13        family practice, so there's an internal referral base
  

14        as well as external referral base.  So I don't
  

15        advertise or solicit for patients.
  

16   Q    Is it the same at 16th Street Community Health?
  

17   A    Yes.
  

18   Q    So if you want to take a vacation, who at -- do you
  

19        need permission from someone at Milwaukee Health
  

20        Services to do that?
  

21   A    No.
  

22   Q    How about at 16th Street Community Health?
  

23   A    No.
  

24   Q    You just say, don't schedule me this week?
  

25   A    I say I'm going to be off such and such -- right.
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 1        And if I don't work, I don't get paid.  So...
  

 2   Q    Do you know Martha Rolli?
  

 3   A    I don't think so.
  

 4   Q    R-O-L-L-I.  Prior to getting served the complaint in
  

 5        this action, did you take any steps to determine
  

 6        whether a medication you were prescribing to a
  

 7        Medicaid patient would be covered by Medicaid?
  

 8                  MR. LARSON:  Object to the breadth of that
  

 9        question.  If you can answer it, go ahead.
  

10                  THE WITNESS:  I mean, again, I used -- and
  

11        I use the formulary to know whether or not it would
  

12        be covered.
  

13   BY MS. GIETMAN:
  

14   Q    Did you, after getting served the complaint, did you
  

15        take any steps other than looking at formularies when
  

16        you were prescribing Medicaid patients medications to
  

17        see if it would be reimbursed?
  

18                  MR. LARSON:  Object to the foundation for
  

19        that question.  Go ahead.
  

20                  THE WITNESS:  No.  And I don't treat my
  

21        Medicaid patients any differently than I do any other
  

22        patient.  So I do what I think is in the best
  

23        interest of my patients.  I discuss it with the
  

24        patient and the parents, and together we agree.  And
  

25        generally I prescribe medications that's on the
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 1        formulary so that it would be reimbursed.
  

 2   BY MS. GIETMAN:
  

 3   Q    After getting served the complaint, did you look at
  

 4        anything other than a formulary to determine whether
  

 5        or not medications you wished to prescribe would be
  

 6        reimbursed?
  

 7   A    No.  Well, that's not true.  There's prior
  

 8        authorization forms so, you know, I may -- I'll fill
  

 9        out a prior authorization form if it's not on the
  

10        formulary.
  

11   Q    Did you fill out any prior authorization forms for
  

12        NB?
  

13   A    I believe possibly for Strattera, I believe.
  

14   Q    Have you reviewed your records regarding NB?
  

15   A    I don't have records for NB.  I just have the copies
  

16        that were provided to me by Encompass, and I have
  

17        reviewed those.
  

18   Q    Encompass provided you records directly?
  

19   A    No, they gave me a copy.  They didn't give me a copy;
  

20        I got it through counsel.
  

21   Q    Did you bring those records with you today?
  

22   A    No, because they're the same records that counsel, I
  

23        believe, provided to you guys, or Encompass did.
  

24   Q    And when's the last time you reviewed those records?
  

25   A    Probably I glanced at them two days ago.
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 1   Q    And in those records did you see any prior
  

 2        authorization forms -- requests for NB?
  

 3   A    For the records I looked at two days ago, no, because
  

 4        I think it was just an e-mail from my attorney, and I
  

 5        didn't have the full records to look at that day, so
  

 6        no.
  

 7   Q    So there are records other than what your attorney
  

 8        showed you?
  

 9   A    No.  That's nuts.  I sent him an e-mail -- there has
  

10        been multiple e-mails.  So the one that I was
  

11        reviewing --
  

12                  MR. LARSON:  She's not entitled to know
  

13        anything about our communications, e-mail or
  

14        otherwise.  She can only ask you, and to the extent
  

15        she's now getting in there, you can't answer those
  

16        questions.  She just wants to know what documents you
  

17        saw.  And I'll represent at one time she was provided
  

18        with whatever Encompass provided as part of this
  

19        litigation.  That's it.  That's the only thing we've
  

20        provided her.
  

21   BY MS. GIETMAN:
  

22   Q    In the records that you did review, NB's records, did
  

23        you notice -- were you aware that there were records
  

24        missing?
  

25   A    From the entire thing you're asking me?
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 1   Q    Yes.
  

 2   A    Yes.
  

 3   Q    Do you know why those records were missing?
  

 4   A    Only thing that I know of --
  

 5                  MR. LARSON:  Object to foundation.  Calls
  

 6        for speculation.  Go ahead.
  

 7                  THE WITNESS:  Only thing that I know is
  

 8        missing is my initial assessment from the original
  

 9        date I saw him at CAPS.  And, no, I do not know why.
  

10   BY MS. GIETMAN:
  

11   Q    Would that be something in your possession or
  

12        Encompass's?
  

13   A    Encompass.
  

14   Q    And if you had prior authorizations they would have
  

15        been kept in his file?
  

16   A    The prior authorizations are in his file.  You asked
  

17        me what I reviewed two days ago.  I only reviewed the
  

18        notes that I wrote two days ago.
  

19   Q    Other than the notes that you wrote, what else does
  

20        NB's file contain?
  

21   A    I would have to see the file again to recall that.
  

22   Q    But you're aware that it potentially contains prior
  

23        authorization forms?
  

24   A    I recall seeing at least one prior authorization form
  

25        in his chart, yes.
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 1   Q    What else would a file generally contain that wasn't
  

 2        in the records that you reviewed for NB?
  

 3                  MR. LARSON:  Object to the form of that
  

 4        question.  I think that's different than what she
  

 5        testified, but go ahead.
  

 6                  THE WITNESS:  Yeah.  I'm not sure what
  

 7        you're asking.  All I reviewed two days ago -- you
  

 8        specifically asked me the last time I reviewed it,
  

 9        which was two days ago, I just quickly glanced
  

10        through the notes that I wrote when I saw him in the
  

11        office.  I didn't look at, you know, anything else.
  

12   BY MS. GIETMAN:
  

13   Q    What else would there have been in his file when you
  

14        were providing services to him other than your notes?
  

15   A    There would have been a sheet with demographics, his
  

16        name, his age, his birthdate, parents' name.  There
  

17        would have been -- there were at least one prior
  

18        authorization form in there.  That's --
  

19   Q    That demographic sheet would have shown what
  

20        insurance he had?
  

21   A    It most likely would show which HMO he had.
  

22   Q    When you prescribe medications to Medicaid patients
  

23        are you -- do you consider at all whether or not the
  

24        medication you're prescribing is proper under federal
  

25        law for reimbursement for a Medicaid patient?
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 1                  MR. LARSON:  Let me object on multiple
  

 2        fronts.  One, it's multiple; two, calls for a legal
  

 3        conclusion from this witness, and it also, I think,
  

 4        mischaracterizes the process.  If you have an answer
  

 5        to that question, go ahead.
  

 6                  THE WITNESS:  I don't even understand the
  

 7        question.  So...
  

 8                  MS. GIETMAN:  Can you read back the
  

 9        question, please?
  

10                  (Question read.)
  

11                  MR. LARSON:  And also, I think it's been
  

12        asked and answered in previous questions, but go
  

13        ahead.
  

14                  THE WITNESS:  Okay.  So I would -- my
  

15        assumption was that if it's on Medicaid's formulary
  

16        that they would make sure that it was legal and
  

17        proper before they put it on their formulary.  And if
  

18        their formulary does not have any specific
  

19        limitations into age or diagnosis that I can
  

20        prescribe it for, then yes, that -- just the nature
  

21        of that, then yes, I take into consideration.
  

22   BY MS. GIETMAN:
  

23   Q    After getting served the complaint where you saw
  

24        there was a concern being raised about whether it was
  

25        proper for federal Medicaid to cover this drug, did
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 1        you change your analysis for what prescriptions you
  

 2        would write to a Medicaid patient?
  

 3   A    I continued to use the formulary.
  

 4   Q    After getting -- did you read the Court's decision in
  

 5        this case where your counsel's motion for summary
  

 6        judgment was granted last summer?  Did you read that
  

 7        decision?
  

 8                  MR. LARSON:  I'm going to object to the
  

 9        extent it calls for attorney-client communication.
  

10        And I can't imagine, unless there's a specific
  

11        question, I'm not sure where this could lead to the
  

12        discovery of admissible evidence.
  

13   BY MS. GIETMAN:
  

14   Q    Did you read the decision that the judge issued where
  

15        he granted your lawyer's motion for summary judgment?
  

16   A    Actually, did I read through the whole decision?  No.
  

17   Q    Did you read the judge saying "a false or fraudulent
  

18        claim occurs when Medicaid pays for drugs that are
  

19        not used for an indication that it is either approved
  

20        by the Food, Drug & Cosmetic Act or supported by a
  

21        drug compendium."  Did you read that?
  

22   A    I don't recall if I read that or not.  But the
  

23        medications that I do prescribe are supported by the
  

24        compendium, because the compendium specifically says,
  

25        at least what I know of the compendium, in their

Exhibit 4 to Renewed Motion in Limine

Case 2:11-cv-00236-JPS   Filed 11/18/13   Page 46 of 145   Document 145-4

Jim
Highlight

Jim
Highlight

Jim
Highlight

Jim
Highlight



Deposition of Jennifer King, M.D. - November 11, 2013 47

  

 1        Prefaces and Forwards, that even they understand that
  

 2        a physician's judgment and clinical decision-making
  

 3        should be taken into consideration and that it's not
  

 4        improper or fraudulent to prescribe medications that
  

 5        are off-label in terms of the labeling that's been in
  

 6        place for manufacturers.
  

 7   Q    What compendia are you relying on?
  

 8   A    I mean in all honesty, I don't use the compendium.  I
  

 9        haven't seen the actual compendium.  The Forwards to
  

10        the compendium, the Forwards to the AHFS, or whatever
  

11        that one is, says in their Forward.  Yeah, the AHFS.
  

12   Q    So have you researched these different drugs using
  

13        any of the compendia since the judge --
  

14   A    I've never physically actually seen a compendium.  I
  

15        don't even know where they're located.  I don't know
  

16        any colleagues who have a compendium or have
  

17        knowledge of these.  It's not what we generally use
  

18        in practice.
  

19   Q    After the judge's decision in October of last year,
  

20        did you change at all how you wrote prescriptions for
  

21        Medicaid patients?
  

22   A    Once again, I don't write prescriptions for Medicaid
  

23        patients any differently than I do any other patient.
  

24        I use my clinical judgment, my knowledge, what's
  

25        going on with the patient, what I think is in the
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 1        best interest of the patient, what I discuss with the
  

 2        patient and the parents to make my decision on
  

 3        prescribing medication.  And after that decision I
  

 4        continued to do that.
  

 5   Q    So after this October decision you did not change
  

 6        anything in how you prescribed medication to Medicaid
  

 7        patients?
  

 8   A    And how I reach my decisions to prescribe
  

 9        medications?  No, I did not change that.
  

10   Q    After the -- did you read the Appeals Court decision
  

11        in this case in August of this year?
  

12   A    I didn't read through the whole thing, no.
  

13   Q    Did you take note that the Appeals Court said,
  

14        "Medicaid can only provide reimbursement for covered
  

15        outpatient drugs.  Covered drugs do not include any
  

16        drugs used for medical indication which is not a
  

17        medically accepted indication.  Helpfully, medically
  

18        accepted indication is a statutorily defined term
  

19        that refers to prescription purpose approved by the
  

20        Food, Drug & Cosmetic Act or supported by any of
  

21        several identified compendia."
  

22                  MR. LARSON:  Well, let me object to the
  

23        extent that -- first of all, you're asking her for a
  

24        legal conclusion or are you just asking her whether
  

25        she read that?
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 1                  MS. GIETMAN:  No.  I asked whether she read
  

 2        it.
  

 3                  THE WITNESS:  Even if I had read it, I
  

 4        wouldn't understand it because I'm not a lawyer.  So
  

 5        I don't base my prescribing habits on statutes
  

 6        because I don't read statutes.  I've never -- in
  

 7        medical school we did not go through statutes and
  

 8        implying to be approved for any of the HMOs to be one
  

 9        of their providers.  They never, that I recall, sent
  

10        me a statute saying sign this that you agree you
  

11        won't prescribe outside these parameters or anything.
  

12   BY MS. GIETMAN:
  

13   Q    So you didn't read it, or if you had, you wouldn't
  

14        have understood it.  Did you take any steps to try to
  

15        understand it?
  

16   A    I've been trying to understand this since this
  

17        litigation started.
  

18   Q    Did you try to understand what the Appeals Court was
  

19        ruling?
  

20   A    Okay.  My understanding is that this has not been
  

21        finalized yet, so I'm not going to change my
  

22        prescribing habits if I know that what I'm doing is
  

23        my best for the patients with my best -- you know, my
  

24        job and my role is to provide services to children
  

25        and adolescents to the best of my ability based on
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 1        knowledge, standards of care, accepted medical
  

 2        practice.  And accepted medical practice doesn't mean
  

 3        just what was labeled for the manufacturers.
  

 4   Q    Dr. King, the question was, after getting this
  

 5        Appeals Court decision did you take any steps to try
  

 6        to understand what the Court was saying?
  

 7   A    Yes.
  

 8   Q    What steps did you take other than -- if it's
  

 9        discussion with counsel, I don't want to know it.
  

10        Did you take steps other than discussing it with your
  

11        counsel?
  

12                  MR. LARSON:  And I'm going to reinforce
  

13        that.
  

14                  THE WITNESS:  No.
  

15   BY MS. GIETMAN:
  

16   Q    Did you discuss with any other doctor or anyone other
  

17        than your family, did you discuss the Appeals Court
  

18        decision?
  

19   A    No.
  

20                  MS. GIETMAN:  Can we take a break for a
  

21        moment?
  

22                  (Brief recess taken from 10:13 a.m. to
  

23        10:19 a.m.)
  

24                  (Deposition Exhibit No. 1 marked for
  

25        identification.)

Exhibit 4 to Renewed Motion in Limine

Case 2:11-cv-00236-JPS   Filed 11/18/13   Page 50 of 145   Document 145-4



Deposition of Jennifer King, M.D. - November 11, 2013 51

  

 1   BY MS. GIETMAN:
  

 2   Q    This document you produced, "CAPS records in
  

 3        compliance with the Court's qualified HIPAA
  

 4        Protective Order," did you create this document?
  

 5   A    No.
  

 6   Q    Who did?
  

 7   A    Counsel did.
  

 8   Q    Did you have records in your possession?
  

 9   A    Yes, and we sat down and went through them together.
  

10                  MR. LARSON:  To the extent -- now you're
  

11        getting into attorney-client, so I don't think
  

12        you're -- you can ask questions in different manners
  

13        other than --
  

14                  MS. GIETMAN:  My question was, did you have
  

15        records in your possession?
  

16                  MR. LARSON:  Yeah.  And the answer to that
  

17        was yes, and then you went on, I think, and asked a
  

18        different question.
  

19                  THE WITNESS:  Right, and this is the
  

20        summary from the records that were in my possession.
  

21   BY MS. GIETMAN:
  

22   Q    So in a line that has -- for example, No. 1 says KG,
  

23        and the line -- or the row below that has no labels.
  

24        Is that a continuation of KG's medication or
  

25        prescription history?
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 1   A    That's just a different date of service --
  

 2   Q    For the same --
  

 3   A    -- for the same patient.
  

 4                  MR. LARSON:  I think the patients are
  

 5        numbered, I believe, if I'm reading that correctly.
  

 6                  THE WITNESS:  Right.
  

 7   BY MS. GIETMAN:
  

 8   Q    The articles that you provided, ASHP Statement on the
  

 9        Use of Medications for Unlabeled Uses, FDA Drug
  

10        Bulletin, the 2005 Physicians Desk Reference, AHFS
  

11        2004 drug information -- when did you first see this
  

12        ASHP Statement on the Use of Medications for
  

13        Unlabeled Uses?
  

14                  MR. LARSON:  To the extent it calls for
  

15        attorney-client communication, don't divulge any
  

16        communication.  But the question is when.
  

17   BY MS. GIETMAN:
  

18   Q    When did you first see this?
  

19   A    I can't recall the first date.  I mean I don't know
  

20        the date of when.
  

21   Q    Was it in the past year?
  

22   A    Yes.
  

23   Q    Was it in the past month?
  

24   A    For that one?
  

25   Q    ASHP Statement on the Use of Medications for
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 1        Unlabeled Uses.
  

 2   A    Within the last month probably, yes.
  

 3   Q    Was it within the past week?
  

 4   A    I don't recall the specific day.  I don't know.
  

 5   Q    Did you discover this article?
  

 6                  MR. LARSON:  Let me object to the extent it
  

 7        calls for attorney-client communication.  I'm not
  

 8        quite sure what the point is and how that could
  

 9        potentially lead to the discovery of admissible
  

10        evidence.  So to the extent it calls for
  

11        attorney-client communication, I'm going to tell her
  

12        not to answer.
  

13   BY MS. GIETMAN:
  

14   Q    The document titled FDA Drug Bulletin, when did you
  

15        first see this document?
  

16   A    I mean it's the same for all these documents.
  

17   Q    What is the same?
  

18   A    That it was attorney-client privilege and I don't
  

19        know the exact dates.
  

20   Q    All within the past month?
  

21   A    I don't know, but probably.
  

22   Q    None of these documents are things you relied on when
  

23        writing NB's prescriptions --
  

24   A    I mean I have the PDR in my office, and this is in
  

25        the Forward of the PDR.  It's in the Forward of every
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 1        PDR.
  

 2   Q    But you didn't bring the PDR with you?
  

 3   A    No, I did not.
  

 4                  MR. LARSON:  Those are huge books.  I mean
  

 5        it would be very -- I mean --
  

 6   BY MS. GIETMAN:
  

 7   Q    I'm asking Dr. King.
  

 8   A    No, I did not.
  

 9   Q    I'm sorry.  Did you say all of these you first saw
  

10        within the past month?
  

11   A    No, I did not say that.  I said I don't recall when I
  

12        saw them.  And the PDR one I would have seen, you
  

13        know, throughout the years I've been in practice
  

14        because it's in the Forward of every PDR.
  

15   Q    Did you physically copy this PDR?
  

16                  MR. LARSON:  How is that a relevant
  

17        question?
  

18                  THE WITNESS:  That particular copy you
  

19        have, no.
  

20   BY MS. GIETMAN:
  

21   Q    Is this a document that you relied on in prescribing
  

22        NB's prescriptions?
  

23   A    Okay.  I have lots of documents over the years that
  

24        I've probably looked at that have become part of my
  

25        common knowledge, so I cannot discern was this
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 1        specifically one or was there a different one.  It's
  

 2        an accumulation of knowledge throughout the years.
  

 3   Q    And you haven't saved those articles or references
  

 4        anywhere?
  

 5   A    No.
  

 6   Q    Okay.  And in responding to our request, you produced
  

 7        these records.  Why?
  

 8   A    Because I think they speak to the fact that the FDA,
  

 9        the AHFS, the PDR, which is a much more common book
  

10        that most practitioners would have in their office as
  

11        opposed to the compendium, all state that it's legal,
  

12        not fraudulent, and accepted medical practice to
  

13        prescribe medications that may not have labeled uses
  

14        in certain populations and for certain diagnoses.
  

15   Q    Where in any of these documents does it say for a
  

16        Medicaid patient it's not fraudulent to pay for
  

17        certain prescriptions?
  

18                  MR. LARSON:  Object to the form and the
  

19        foundation for the question.
  

20                  THE WITNESS:  It neither says that it is or
  

21        it isn't.
  

22                  MR. LARSON:  I would point out to you if
  

23        you look at the --
  

24                  MS. GIETMAN:  You're not testifying.
  

25                  MR. LARSON:  Okay.  But for the record, I'd
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 1        like to make clear.  If you look at the ASHP
  

 2        Statement on the Use of Medications for Unlabeled
  

 3        Uses, it -- right in the very beginning, the document
  

 4        that's provided to you.  But just to clarify for the
  

 5        record that that document has been produced.
  

 6                  MR. GOTTSTEIN:  Yeah, and it basically
  

 7        implies that third-party reimbursement is often not
  

 8        allowed.
  

 9                  MR. LARSON:  It says it's encouraged.
  

10                  THE WITNESS:  It says, "ASHP supports
  

11        third-party reimbursement for FDA-approved drug
  

12        products properly prescribed for unlabeled uses."
  

13                  MR. GOTTSTEIN:  Right.
  

14                  THE WITNESS:  It says it does support that.
  

15                  MR. GOTTSTEIN:  Yeah, right, because
  

16        third-party payors often don't pay for them.
  

17                  MR. LARSON:  May or may not.
  

18                  MR. GOTTSTEIN:  Right.
  

19                  THE WITNESS:  Well, they've paid for all
  

20        the ones I've written for.
  

21                  MR. GOTTSTEIN:  You know, we know that.
  

22                  THE WITNESS:  Because they were on their
  

23        formulary.
  

24                  MR. GOTTSTEIN:  We know that.
  

25
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 1   BY MS. GIETMAN:
  

 2   Q    You've, in the past year -- well, strike that.
  

 3                       Since 2005 you've prescribed Risperdal
  

 4        to minor Medicaid recipients.  For what uses have you
  

 5        prescribed it?
  

 6                  MR. LARSON:  Object to the breadth of the
  

 7        question, foundation for the question.  Go ahead.
  

 8                  THE WITNESS:  I mean it would depend on the
  

 9        specific case, but I've prescribed it for kids who
  

10        fall in the autistic spectrum, who have problems with
  

11        irritability or anger or aggression.  I've prescribed
  

12        it for minor children who have a mood disorder.  I
  

13        mean I would say those are the main things, but I
  

14        don't know that those are the only things.  It
  

15        depends on the symptoms and sort of what other things
  

16        have been going on with them and what they've tried,
  

17        what worked in the past.
  

18   BY MS. GIETMAN:
  

19   Q    So what uses -- do you know what use is approved
  

20        under the FDCA for Risperdal to minors?
  

21                  MR. LARSON:  Object to the form and
  

22        foundation for that question.
  

23                  THE WITNESS:  My understanding is they
  

24        approve labeling.  They don't approve necessarily
  

25        uses.
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 1   BY MS. GIETMAN:
  

 2   Q    What's the labeling approval for Risperdal for
  

 3        minors?
  

 4   A    It has approval for irritability in autistic spectrum
  

 5        disorder kids.  I believe it has approval for bipolar
  

 6        disorder, which is a mood disorder in adolescents.
  

 7   Q    Are you familiar with the ages that Risperdal is
  

 8        approved for use?
  

 9                  MR. LARSON:  Again, I object to the form
  

10        and the foundation of that question.  It's multiple.
  

11        There's a variety of form problems with the question.
  

12        If you can answer the question, go ahead.
  

13                  THE WITNESS:  I mean I believe for the
  

14        autistic spectrum disorder it's -- five is the
  

15        minimum age, I believe.  For bipolar disorder, I
  

16        don't recall the exact age off the top of my head.
  

17   BY MS. GIETMAN:
  

18   Q    So if you had someone in your office who didn't have
  

19        autistic disorder with irritability, would you look
  

20        up what was appropriate under their labeling use?
  

21   A    I don't prescribe medications --
  

22                  MR. LARSON:  Let me object.  That's a
  

23        mischaracterization of what the document is, but --
  

24        and so there's a lack of foundation.  Go ahead and
  

25        answer the question.
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 1                  THE WITNESS:  Right.  As a child
  

 2        psychiatrist it's not necessarily okay if it's
  

 3        labeled, as in this is what the manufacturer can
  

 4        market this for.  It's based on -- Risperdal has been
  

 5        out since I was in training, so I learned to use
  

 6        Risperdal as well as most of these other medications
  

 7        as far back as residency and fellowship training.
  

 8        And so the training that I received, the experience
  

 9        that I had through that, is what I base it on.
  

10   BY MS. GIETMAN:
  

11   Q    So if you have a child who doesn't have autistic
  

12        disorder with irritability, you don't look at what
  

13        the approved uses is?
  

14                  MR. LARSON:  Well, again, let me just
  

15        object.  You keep using the term "approved uses" and
  

16        the FDA says that's not how this works.  I don't know
  

17        how you can speak directly contrary to what the FDA
  

18        has published for decades.
  

19                  MR. GOTTSTEIN:  Well, it's not contrary to
  

20        what the FDA says, but that's -- we understand that's
  

21        your position.
  

22                  MR. LARSON:  It's right in those documents.
  

23                  MR. GOTTSTEIN:  We understand that's your
  

24        position.
  

25                  MR. LARSON:  It's what it says.
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 1                  MR. GOTTSTEIN:  It's not what it says.
  

 2                  MR. LARSON:  I have a problem with
  

 3        continually asking questions in that way.  If you
  

 4        want to talk about labeling, make sure the question
  

 5        is clear about labeling.  But when you talk about
  

 6        medically indicated, the FDA clearly says, we don't
  

 7        limit patient populations.  It says it right at the
  

 8        front, the FDA does not limit patient populations.
  

 9        So don't imply that it does because that's a
  

10        misstatement of the law.
  

11                  MR. GOTTSTEIN:  That -- well, let's clarify
  

12        it a little bit.  They -- it's accurate to say that
  

13        the doctors are allowed under the Food, Drug &
  

14        Cosmetic Act to prescribe for uses that are not
  

15        approved under the -- approved by the FDCA.  But that
  

16        is different than saying that the FDA does not
  

17        approve drugs for specific uses.
  

18                  MR. LARSON:  But to say that that somehow
  

19        impacts a physician is misleading because the FDA
  

20        clearly says the only thing that it impacts is
  

21        marketing.
  

22                  MR. GOTTSTEIN:  Well, we're talking about
  

23        two different statutes.  So one is the FDA and one is
  

24        the Medicaid reimbursement statute.  And so --
  

25                  MR. LARSON:  And the Medicaid reimbursement
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 1        statute talks about the compendia only being a part
  

 2        of the decision-making and that peer-reviewed medical
  

 3        literature, which is clearly part of that statute, is
  

 4        another function.
  

 5                  MR. GOTTSTEIN:  We've got a legal dispute
  

 6        over that.
  

 7                  MR. LARSON:  It's not a legal dispute.
  

 8        It's in the statutes.
  

 9                  MR. GOTTSTEIN:  That's not what the Seventh
  

10        Circuit said.
  

11                  MR. LARSON:  I'm sorry.  If that's -- I
  

12        have -- to a degree, if they omitted a portion -- a
  

13        relevant portion of the statute, then it's dicta,
  

14        because all the issue that was in front of them had
  

15        to do with whether or not summary judgment was
  

16        appropriately granted on the issue of expert
  

17        testimony.  The statute speaks for itself.  It's
  

18        rather plain and clear.  And I'm not aware of anybody
  

19        saying they can somehow -- that a portion of the
  

20        statute that's in existence and enforceable somehow
  

21        becomes irrelevant.
  

22                  MS. GIETMAN:  We have -- we have the
  

23        Court's decision that says -- refers to a
  

24        prescription purpose approved by the Food, Drug &
  

25        Cosmetic Act.  All I'm asking is according to that
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 1        Court's ruling whether or not she believes this is a
  

 2        purpose approved by the FDCA.
  

 3                  MR. LARSON:  Well, I think that's a -- it
  

 4        mischaracterizes the import and effect of that
  

 5        decision, and especially as the District Court has
  

 6        clearly indicated in some of its more recent
  

 7        discovery decisions, there are other issues.
  

 8                  MS. GIETMAN:  But I'm not asking about
  

 9        those other issues right now.  I'm asking about what
  

10        her understanding is about approval under the FDCA
  

11        and that is the language the Court used.
  

12                  MR. LARSON:  Okay.  But I -- okay.  I think
  

13        it's taking it out of context and it's misleading,
  

14        especially in the context of the other information
  

15        that's clearly available.
  

16                       So I have a problem with the question,
  

17        the way you're phrasing it, because it's inconsistent
  

18        with the documents that have been produced, clearly
  

19        the statements by the FDA itself.  I don't know how
  

20        we can -- it would be like saying we have to assume
  

21        the sun rises in the west.  I don't know how we can
  

22        do that.
  

23                  MR. GOTTSTEIN:  Well, I think -- one of the
  

24        things --
  

25                  MR. LARSON:  If you want to ask her
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 1        hypothetically to assume the sun rises in the west, I
  

 2        guess you can do that.  I don't know how you're going
  

 3        to get a meaningful answer to it.
  

 4                  MR. GOTTSTEIN:  Here's the way I see it; is
  

 5        that Dr. King is really using the word labeled -- you
  

 6        know, "labeled uses" for the same thing that we are
  

 7        using to say uses approved under the FDCA.  I mean
  

 8        that's basically what's happening here.
  

 9                  MR. LARSON:  But I don't know that
  

10        that's --
  

11                  THE WITNESS:  I don't agree with that.
  

12                  MR. LARSON:  I don't know that that's
  

13        completely accurate.
  

14                  MR. GOTTSTEIN:  Well, I think that --
  

15                  MR. LARSON:  All I'm looking at -- I see
  

16        where the FDA says -- the FDA has also recognized
  

17        that the FD&C does not, however, limit the manner in
  

18        which a physician may use an approved drug.  So the
  

19        question really is, is the drug approved or not
  

20        approved.  It's not the use that's approved.  I
  

21        don't -- that's where I think we're having a major
  

22        problem here.
  

23                  MR. GOTTSTEIN:  That's not accurate.
  

24                  MR. LARSON:  No, it's not what it says.
  

25                  MR. GOTTSTEIN:  It is, too.
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 1                  MR. LARSON:  It does not.  I'm reading
  

 2        that.  The FDA -- this is a quote.  "The FDA has also
  

 3        recognized that the FD&C Act does not, however, limit
  

 4        the manner in which a physician may use an approved
  

 5        drug."
  

 6                  MR. GOTTSTEIN:  I understand that.
  

 7                  MS. GIETMAN:  And we're saying is this
  

 8        approved under the FDCA.
  

 9                  MR. LARSON:  That's what -- the FDA
  

10        doesn't --
  

11                  MS. GIETMAN:  It says approved under the
  

12        FDCA.
  

13                  MR. GOTTSTEIN:  There's two types of a --
  

14                  MR. LARSON:  No.  Whether a drug is
  

15        approved to be available in the market.
  

16                  MR. GOTTSTEIN:  Right.
  

17                  MR. LARSON:  You are mischaracterizing, and
  

18        that's one of the fundamental problems here.  You are
  

19        mischaracterizing.  The FD&C Act does not determine
  

20        usage; it determines whether a drug is available on
  

21        the market.  And once it's available on the market,
  

22        the FDA says we know the FD&C Act doesn't control
  

23        use.
  

24                  MR. GOTTSTEIN:  That's correct.
  

25                  MR. LARSON:  So for you to say it does
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 1        control use is completely contrary to what the FDA
  

 2        says.
  

 3                  MS. GIETMAN:  I haven't said that.
  

 4                  MR. LARSON:  Yeah, you have.
  

 5                  MR. GOTTSTEIN:  No, no, no.
  

 6                  MR. LARSON:  It's the form of the question.
  

 7                  MR. GOTTSTEIN:  No, no, no.
  

 8                  MR. LARSON:  Well, then you need to
  

 9        clarify --
  

10                  MR. GOTTSTEIN:  Now hang on a second.
  

11                  MR. LARSON:  Then you need to clarify more.
  

12                  MR. GOTTSTEIN:  And I'm trying to kind of
  

13        walk through it.  There are -- approved as used in
  

14        two contexts here.  A drug is approved and it's
  

15        also -- there are also uses approved.  And under
  

16        the -- there is.
  

17                  MR. LARSON:  There isn't.  There is
  

18        limitations on what a manufacturer can market for
  

19        uses.  That's different.
  

20                  MR. GOTTSTEIN:  And the Medicaid statute
  

21        says that covered drugs only include uses -- using
  

22        your nomenclature, is uses that the drug companies
  

23        can market for, labeled uses, or if they're off-label
  

24        uses, if they have support in the compendia.
  

25                  MR. LARSON:  And, and there is another
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 1        provision, and that is, peer-reviewed medical
  

 2        literature.
  

 3                  MR. GOTTSTEIN:  Not in that part.
  

 4                  MR. LARSON:  Yeah, it is.  It's right
  

 5        there.  It's the next section.
  

 6                  MR. GOTTSTEIN:  No, no.
  

 7                  MR. LARSON:  It's not the next section.
  

 8        It's the next subpart, and that's one of the factors.
  

 9        The compendia are only an optional --
  

10                  MS. GIETMAN:  At this point I'm --
  

11                  MR. LARSON:  -- under the statute.
  

12                  MS. GIETMAN:  I'm not asking her about the
  

13        compendium.  I'm not asking her about what she
  

14        believes are other options.  I'm asking her about the
  

15        FDCA.
  

16                  MR. GOTTSTEIN:  You're concerned about
  

17        that --
  

18                  MR. LARSON:  But you are miss -- what my
  

19        problem with the questions consistently have been --
  

20        it's not even how it really should be.  But the FD&C
  

21        Act, they talk about a process of approving for
  

22        marketing.  It doesn't talk about uses by physicians.
  

23        So your question should then be specific to whether
  

24        it's approved for marketing.  If you want to use that
  

25        phraseology, I don't have a problem with it.  But any
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 1        time you use any other phraseology that implies that
  

 2        the FDA somehow controls the manner in which
  

 3        physicians can prescribe, then, then that's -- then
  

 4        that's an improper question, because it's --
  

 5                  MS. GIETMAN:  It is not an improper
  

 6        question according to the Court.  The Court has
  

 7        said -- the Court has said repeatedly, we have this
  

 8        circuit court and we've got the Appeals Court having
  

 9        said that it is approved -- if it's not approved use
  

10        under the FDCA.
  

11                       "Medically accepted indication is a
  

12        statutorily defined term that refers to a
  

13        prescription purpose approved by the FD&C Act or
  

14        supported by any of the several identified
  

15        compendia."  I'm asking her about the beginning of
  

16        that, "purpose approved by the Food, Drug & Cosmetic
  

17        Act."  We've got that in the Appeals Court and we've
  

18        got the circuit court ruling.
  

19                  MR. LARSON:  Then we got to clarify.  Then
  

20        you're talking about the labeling.  If you want to
  

21        ask her about whether it's approved under --
  

22                  MS. GIETMAN:  I'm not going to use your
  

23        language.  I'm going to use the Court's language.
  

24        The Court said a purpose approved by the FDCA.
  

25        You're using the labeling --
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 1                  MR. LARSON:  Then you're going to get the
  

 2        same objections continuously because it's unclear how
  

 3        you're using it.  Because that's not -- that language
  

 4        is too imprecise to use in this context.  Plus, the
  

 5        judge in his most recent ruling disagreed with you,
  

 6        so I dispute that as well.  He clearly said there's
  

 7        an ambiguity in the use of the word "use."
  

 8                  MS. GIETMAN:  I'm going by what the federal
  

 9        statute says, what the Appeals Court said, and what
  

10        the judge said.
  

11                  MR. LARSON:  No, you're not.  You're
  

12        ignoring the federal statute, because you've ignored
  

13        the whole section about peer-reviewed medical
  

14        literature; in fact, to the extent that I think you
  

15        guys misled the courts.  That's another topic, too,
  

16        because you only cited a portion of the statutes,
  

17        continuously.
  

18                  MS. GIETMAN:  I haven't asked her -- I
  

19        haven't asked her about the compendia yet either.
  

20        I'm trying to do step one; is it in the FDCA.  If
  

21        not, then where's your compendia support.  I can't
  

22        even get there.
  

23                  MR. LARSON:  Okay, because that's not how
  

24        it works.
  

25                  MR. GOTTSTEIN:  Let me just say one other
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 1        thing.  This question actually was addressed by the
  

 2        Seventh Circuit.
  

 3                  MR. LARSON:  It wasn't.
  

 4                  MR. GOTTSTEIN:  Can I read something?  It
  

 5        says, quote, "Off label prescription is one written
  

 6        for a purpose that has not been approved by the Food
  

 7        & Drug Administration."  Then it says, "Once a drug
  

 8        has been approved for one use, however, the FDA
  

 9        cannot prevent physicians from prescribing a drug for
  

10        other uses."
  

11                       Then it goes on to say, "The legality
  

12        of the prescription, however, does not answer
  

13        questions such as whether an individual off-label
  

14        prescription is -- whether the government is
  

15        obligated to pay for Medicaid patients off-label
  

16        prescriptions."
  

17                  MR. LARSON:  You're right, but it doesn't
  

18        read in as much as what you're reading into it.  It
  

19        just says it doesn't answer that question because
  

20        there's other factors; peer-reviewed literature, all
  

21        the other stuff that everybody else --
  

22                  MR. GOTTSTEIN:  Then they go on to answer
  

23        the question later on, they answer the question
  

24        there.  That's the foundation for the question.
  

25                  MR. LARSON:  Okay.  But -- okay.  But it's
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 1        still ambiguous.  You got a question you want to ask,
  

 2        I'll object as appropriate.
  

 3                  MS. GIETMAN:  What was the last question?
  

 4                  (Question read as follows:  "So if you have
  

 5        a child who doesn't have autistic disorder with
  

 6        irritability, you don't look at what the approved
  

 7        uses is?")
  

 8                  MS. GIETMAN:  And did she answer it?
  

 9                  COURT REPORTER:  No.  There was no answer.
  

10        You just argued.
  

11   BY MS. GIETMAN:
  

12   Q    Okay.  When you use the phrase -- when you are
  

13        looking at what the FDA can market a certain drug
  

14        for, you're using the term "labeled use;" is that
  

15        correct?
  

16                  MR. LARSON:  Let me object to the
  

17        foundation for that very question in the first place,
  

18        but go ahead.  It assumes facts not in evidence.  Go
  

19        ahead.
  

20                  THE WITNESS:  Say that over.
  

21   BY MS. GIETMAN:
  

22   Q    If you're looking at what the FDA is marketing a drug
  

23        for, are you calling that the labeled use?
  

24                  MR. LARSON:  Just wait.  Object to the
  

25        form.  Go ahead.
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 1                  THE WITNESS:  Yeah, the FDA doesn't market.
  

 2                  MR. LARSON:  She gave you an answer.
  

 3                  MS. GIETMAN:  Thank you.
  

 4                  MR. LARSON:  Okay.  Well, no.  We're
  

 5        sitting here and I thought maybe there was some
  

 6        question.  But okay.
  

 7   BY MS. GIETMAN:
  

 8   Q    You have a current patient whose initials are ZN
  

 9        who's five years old?
  

10   A    And how do I know this?
  

11   Q    Do you have a current patient whose initials are ZN?
  

12   A    I would not -- I have no idea.  I don't know the
  

13        initials of my patients.
  

14   Q    Do you know the names of your patients?
  

15   A    Off the top of my head some of them.  Not all of
  

16        them.  I have hundreds of patients.
  

17   Q    Do you know a -- do you have a five-year-old patient
  

18        whose initials are ZN?
  

19   A    I have no idea unless I see a chart.
  

20   Q    How many patients do you have currently?
  

21   A    I do -- I couldn't tell you.  It would be hundreds.
  

22   Q    And is it common practice for you to prescribe
  

23        Risperdal to a five-year-old?
  

24   A    Depends on what's going on with the five-year-old.
  

25   Q    Is it common practice for you to prescribe Risperdal
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 1        to a four-year-old?
  

 2   A    Depends on what's going on with the four-year-old.
  

 3   Q    Is it common practice for you to prescribe Risperdal
  

 4        to a three-year-old?
  

 5   A    Depends what's going on and how severe their symptoms
  

 6        are.
  

 7   Q    Have you ever prescribed Risperdal to a two-year-old?
  

 8   A    Not that I recall.
  

 9   Q    Is there some age that is not appropriate to
  

10        prescribe Risperdal to a child?
  

11   A    Depends on -- I don't see kids under three typically.
  

12        So -- and I have maybe a few patients who are three.
  

13        But it depends on how distraught, how much distress
  

14        that this child is going under.
  

15   Q    So is distress one of the symptoms you prescribe
  

16        Risperdal for?
  

17   A    Distress is usually what brings patients into my
  

18        office.  So, no, it's not a symptom.  But most people
  

19        who come into my office come because there's some
  

20        level of distress or -- I mean, you know, child
  

21        psychiatrists, you typically see the worst of the
  

22        worst cases.
  

23   Q    So is there any age where you would say I absolutely
  

24        would not prescribe Risperdal to that child based on
  

25        age?
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 1   A    I don't see kids under three.
  

 2   Q    If you were to.
  

 3   A    I don't, though.  I don't treat kids under three.
  

 4   Q    Is there any age of a child where you would say it is
  

 5        not appropriate for a child that age to be taking
  

 6        Risperdal?
  

 7   A    It depends on the clinical situation with that child.
  

 8   Q    So age is unimportant?
  

 9   A    I didn't say that.
  

10   Q    That is my inquiry to you.
  

11   A    I said it's not based just on age.
  

12                  MR. LARSON:  The question is argumentative
  

13        now.
  

14                  MS. GIETMAN:  I'm just looking for an
  

15        answer.  Is there any age where --
  

16                  THE WITNESS:  It's not based just on age,
  

17        so I can't answer that.
  

18   BY MS. GIETMAN:
  

19   Q    Is there any age where Seroquel would not be
  

20        appropriate to prescribe because of the age of the
  

21        child?
  

22   A    I don't take age as an isolated --
  

23                  MR. LARSON:  Object.
  

24                  THE WITNESS:  It depends on the clinical
  

25        situation with the child.
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 1   BY MS. GIETMAN:
  

 2   Q    I agree.  But is there any age where you would say I
  

 3        absolutely would not -- it is not appropriate for
  

 4        Seroquel to be prescribed?
  

 5   A    It depends on the clinical situation with the
  

 6        patient.
  

 7   Q    So there is no age cutoff?
  

 8   A    My answer is it depends on the clinical situation
  

 9        with the patient.  Age is one consideration, but not
  

10        the only consideration.
  

11   Q    Under what situation would it be appropriate for a
  

12        two-year-old to be prescribed --
  

13   A    I don't treat two-year-olds.
  

14   Q    That wasn't my question.
  

15   A    I don't know, because I don't treat two-year-olds.
  

16        So you're asking me to answer a question outside the
  

17        scope of my practice.
  

18   Q    Under what situation would it be appropriate to
  

19        prescribe Risperdal to a three-year-old?
  

20                  MR. LARSON:  Let me ask -- well, let me
  

21        object to the form and foundation --
  

22                  MS. GIETMAN:  You can, and then she can
  

23        answer.
  

24                  MR. LARSON:  No.  You can stop cutting my
  

25        objection off.  And I will tell you right now, first
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 1        of all, this is not a malpractice case.
  

 2                  MS. GIETMAN:  You objected to the form and
  

 3        your objection is noted.  And now she can answer.
  

 4                  MR. LARSON:  And I'm also making a further
  

 5        objection.  This is not a malpractice case.  You've
  

 6        stipulated this is not a malpractice case.  So the
  

 7        whole question of reasonable care, I'm lost right now
  

 8        as to how this is a relevant inquiry by you, how it
  

 9        could even lead to the admission of relevant evidence
  

10        since you've stipulated it's not a standard of care
  

11        case.  You haven't named an expert to say that this
  

12        is somehow below the standard of care what a
  

13        reasonable child psychiatrist would do.  So are we
  

14        now expanding this case?
  

15                  MS. GIETMAN:  No, we're not.
  

16                  MR. LARSON:  Okay.  Then I'm not sure how
  

17        we can even go to there.
  

18   BY MS. GIETMAN:
  

19   Q    Under what situation would it be appropriate for a
  

20        three-year-old to be prescribed Risperdal?
  

21   A    So you want me to give you a hypothetical situation
  

22        or do you have a patient in mind?
  

23                  MR. LARSON:  Same objections.
  

24   BY MS. GIETMAN:
  

25   Q    What diagnosis would be appropriate to prescribe
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 1        Risperdal to a three-year-old?
  

 2   A    So in treating children and adolescents, a lot of
  

 3        standard of care practice is it's not based on
  

 4        diagnosis; it's based on symptoms and level of
  

 5        distress and what's going on with the child.
  

 6   Q    So if this three-year-old child is a Medicaid
  

 7        patient, what would you consider before -- when
  

 8        determining whether or not to prescribe Risperdal to
  

 9        that child?
  

10   A    I would consider the symptoms that they present with.
  

11        I would consider their medical history.  I would
  

12        consider whether or not they had tried and failed any
  

13        other medications.  I would consider the severity of
  

14        their symptoms and weigh the risks versus benefits
  

15        just like I do with all my patients.
  

16   Q    When you weigh the risks versus benefits are you
  

17        consulting with specific data?
  

18   A    I mean through the knowledge base that I've gained
  

19        over time, yes.
  

20   Q    And what data is it that you would be reviewing, what
  

21        knowledge base would you be reviewing when you
  

22        determine whether or not to give Risperdal to a
  

23        three-year-old?
  

24   A    Standard of care, articles that I've read, things
  

25        that I've learned in training, what I know to be
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 1        standard practice, sometimes maybe consultation with
  

 2        the peer.
  

 3   Q    What peer -- do you consult with a peer?
  

 4   A    I mean I have throughout my career.
  

 5   Q    When's the most recent peer consultation you've had?
  

 6   A    I wouldn't be able to give you a date.
  

 7   Q    Well, what year?
  

 8   A    I don't recall.
  

 9   Q    Was it this year?
  

10   A    I don't recall.
  

11   Q    What was the peer -- who was the peer you consulted
  

12        with?
  

13   A    In what case?
  

14   Q    Most recently.
  

15   A    I don't recall.
  

16   Q    In the past five years what peers have you consulted
  

17        with?
  

18   A    When I say consult, it would be if there's another
  

19        person in the office working with me or whatever.  So
  

20        currently I'm the only child psychiatrist at
  

21        Milwaukee Health Services, and I haven't -- so
  

22        there's no one there that I would consult with.
  

23   Q    In the past five years what peers have you consulted
  

24        with?
  

25   A    I can't recall.
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 1   Q    So in the past five years what articles have you
  

 2        reviewed?
  

 3                  MR. LARSON:  This has been asked and
  

 4        answered.  We went through this at the beginning of
  

 5        the deposition, unless I'm missing something here.
  

 6                  THE WITNESS:  Yeah, and I don't have a
  

 7        list.  I don't catalog a list and commit the date to
  

 8        memory.  I don't keep -- I would have stacks of stuff
  

 9        up the walls.  I don't do that.  I read it, I gather
  

10        the knowledge, I put it in my working knowledge base
  

11        and then I use it to help me make decisions.
  

12   BY MS. GIETMAN:
  

13   Q    Did you see last year the -- or last week, I'm sorry,
  

14        the settlement regarding Risperdal between the
  

15        pharmaceutical company and the State of New York for
  

16        false claims?
  

17   A    No.  But that was involving a pharmaceutical company.
  

18        I'm a clinician.  Labeling applies to pharmaceutical
  

19        companies, not clinicians.
  

20   Q    Have you looked at recent articles regarding
  

21        Risperdal?
  

22   A    What do you mean by recent?
  

23   Q    Articles within the past two months regarding
  

24        Risperdal?
  

25   A    Not that I recall.
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 1   Q    Have you ever met with a pharmaceutical rep?
  

 2   A    Have I ever met with a pharmaceutical rep when?
  

 3        Ever?
  

 4   Q    Yes.
  

 5   A    Yes.
  

 6   Q    When did you most recently meet with a pharmaceutical
  

 7        rep?
  

 8   A    Probably -- what do you mean "met with"?
  

 9                  MR. LARSON:  Just in the broad sense, met.
  

10                  THE WITNESS:  I don't know what you mean
  

11        "met with."  They show up at the office sometimes.
  

12   BY MS. GIETMAN:
  

13   Q    And have you talked with them about psychotropic
  

14        medications for children?
  

15   A    I mean the most recent rep, and probably one of the
  

16        only reps that call on me, is a rep for Vyvanse.
  

17   Q    Have you met with a rep since 2005 regarding
  

18        Risperdal?
  

19   A    I could not tell you.  I generally try not to meet
  

20        with drug reps.
  

21   Q    So to your knowledge you haven't?
  

22   A    I don't know when -- I don't know when Risperdal went
  

23        generic.  Once it goes generic, there are no drug
  

24        reps, so I can't tell you specific dates.
  

25   Q    Do you remember --
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 1   A    But I can't say I've never -- I don't recall
  

 2        specifically meeting with them, but I can't say that
  

 3        I have not.
  

 4   Q    So is that literature that you've been provided from
  

 5        a drug rep regarding any drug they provide literature
  

 6        about, does that go into your repertoire of knowledge
  

 7        that you're basing your prescription practices on?
  

 8   A    Generally not.
  

 9   Q    Have you met with drug rep regarding Seroquel?
  

10   A    Ever?
  

11   Q    In the past five years.
  

12   A    I'm a child and adolescent psychiatrist, so most drug
  

13        reps can't market their drugs to me.
  

14   Q    Have you met with a rep regarding Seroquel in the
  

15        past five years?
  

16   A    There's a drug rep that come in the office.  I don't
  

17        think I specifically sat down and had tons of
  

18        conversation.  There's a drug rep for Seroquel XR who
  

19        recently in passing said, oh, did you hear that we
  

20        got labeling for Seroquel XR in adolescents for
  

21        bipolar disorder?  Did I take him in my office and
  

22        sit down and have a conversation?  No.
  

23   Q    Did you take any literature from him?
  

24   A    No.
  

25   Q    When was this?
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 1   A    I don't know.  It was in the last month.
  

 2   Q    And before that month do you remember when the last
  

 3        time you spoke with someone about Seroquel, a rep,
  

 4        about Seroquel?
  

 5   A    No, I do not.
  

 6   Q    How about Zoloft; have you met with a rep about
  

 7        Zoloft?
  

 8   A    Zoloft has been generic for years so there's no drug
  

 9        rep, I don't believe.
  

10   Q    So in the past five years you haven't?
  

11   A    I don't think so.
  

12   Q    So as we sit here right now, you do not recall a
  

13        patient who's five years old whose initials are ZN
  

14        who you've seen within the past three weeks?
  

15   A    Off the top of my head, no.  I would have to see the
  

16        chart.
  

17   Q    Do you recall a patient NT who's also five years old
  

18        who you've seen within the past month?
  

19   A    I don't recall any of my patients by initials.
  

20   Q    Well, if you think of their names and can reduce
  

21        their names to initials --
  

22   A    I don't recall my patients by initials.
  

23                  MR. LARSON:  Do you have some document you
  

24        want to show her or are you --
  

25                  MS. GIETMAN:  It's a -- let's go off the
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 1        record a second.  Okay?
  

 2                  (Discussion off the record.)
  

 3                  (Deposition Exhibit No. 2 marked for
  

 4        identification.)
  

 5   BY MS. GIETMAN:
  

 6   Q    Okay.  I'm handing you what we have marked as
  

 7        Exhibit 2, which is taken from the data provided by
  

 8        the state regarding your Medicaid patients.  Looking
  

 9        at the first patient there, they have under the name,
  

10        the initial ZN, date of birth January 8th, 2012 --
  

11        I'm sorry, January 12th, 2008, the date that this
  

12        prescription was filled, which was October 29th,
  

13        2013, five-year-old on Risperidone.  Do you recall a
  

14        patient who would fit those details?
  

15   A    Like I said, I would have to see the chart.  I can't
  

16        recall a patient off the top of my head.  I can tell
  

17        you, though, for -- well, you didn't ask that.
  

18   Q    So you don't recall ZN independently just by looking
  

19        at this?
  

20   A    No.
  

21   Q    Do you recall NT by the date of birth, the age, the
  

22        prescription, and the date the prescription was
  

23        filled, which I assume you would have seen the child
  

24        right around there?
  

25   A    No.  I can't separate out the patients by initials.
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 1   Q    In the past month how many five-year-olds have you
  

 2        prescribed Risperidone to?
  

 3   A    I would have no way of knowing that unless I saw the
  

 4        charts.  I can't memorize, you know, every
  

 5        prescription I wrote for which kid on which day.  I
  

 6        can tell you for Risperidone, for all these patients
  

 7        on this first page, if they have Medicaid, Medicaid
  

 8        has a prior authorization form which has to be
  

 9        completed for kids under the age of seven who are
  

10        prescribed antipsychotic medication, and that I
  

11        provided -- I would have had to provide that
  

12        information to Medicaid in order for them to be
  

13        reimbursed for this prescription.
  

14                  MR. GOTTSTEIN:  Under seven?
  

15                  THE WITNESS:  Seven and under.  And on
  

16        there you check off which symptom you're prescribing
  

17        it for, not which diagnosis; irritability, anger,
  

18        aggression, poor impulse control.  That's on
  

19        Medicaid's prior authorization form.
  

20   BY MS. GIETMAN:
  

21   Q    And if you look through these pages, looking at the
  

22        initials, you recognize none of these patients?
  

23   A    That's not how I remember patients.  So...
  

24                  MR. LARSON:  And to the extent -- I mean
  

25        I'm not sure what you're asking her to do with that,
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 1        because I think the Court made it clear they didn't
  

 2        want patient names to be disclosed.
  

 3                  MS. GIETMAN:  I'm not asking for the names.
  

 4                  MR. LARSON:  Just so we're clear.
  

 5                  MS. GIETMAN:  I'm trying to see if she can
  

 6        identify in her head who this patient is so I can ask
  

 7        questions.
  

 8                  MR. LARSON:  You asked that several times.
  

 9                  MS. GIETMAN:  I asked about ZN.  I was
  

10        asking if there were any on here that she could.
  

11                  MR. LARSON:  I apologize.
  

12                  THE WITNESS:  That's not how I remember
  

13        patients, so I'm not going to be able to recall them
  

14        up by initials and a date.
  

15   BY MS. GIETMAN:
  

16   Q    How do you recall them?
  

17   A    By their face a lot of times, and mostly by reviewing
  

18        my notes, and then I put my notes with their face and
  

19        the parents' face and the history.
  

20   Q    Are you the only child psychiatrist at both places
  

21        you're working?
  

22   A    No.  I'm the only child psychiatrist at Milwaukee
  

23        Health Services, but not at 16th Street.
  

24   Q    Do you share your clientele with the other
  

25        psychiatrists, or are you each assigned certain
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 1        patients?
  

 2   A    Yeah, we each have our own patients.
  

 3   Q    You've prescribed Zoloft to minor Medicaid patients.
  

 4        What have you prescribed Zoloft for?
  

 5                  MR. LARSON:  Object to the form.
  

 6        Foundation.  I've got the same objections about
  

 7        standard of care issues, but to the extent this is
  

 8        discovery, go ahead.
  

 9                  MS. GIETMAN:  Could you mark this, please?
  

10                  THE WITNESS:  For anxiety disorders, for
  

11        depression, for obsessive compulsive disorder, for
  

12        poor impulse control sometimes.  Those would probably
  

13        be the most common.  Post traumatic stress disorder.
  

14                  MR. GOTTSTEIN:  This is marked as
  

15        Exhibit 2?
  

16                  MS. GIETMAN:  Three, I believe.
  

17                  MR. GOTTSTEIN:  Oh, three.
  

18                  (Deposition Exhibit No. 3 marked for
  

19        identification.)
  

20   BY MS. GIETMAN:
  

21   Q    I've handed you a document marked as Exhibit 3.
  

22        That's a summary of the Zoloft prescriptions produced
  

23        by the state regarding your Medicaid patients that
  

24        you've written that script to.
  

25                  MR. LARSON:  Just so I understand.  Is this
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 1        the -- is this the format that this was produced by
  

 2        the state or has this been -- is this a compilation?
  

 3                  MS. GIETMAN:  We've pulled it out by --
  

 4                  MR. GOTTSTEIN:  It's an extraction.
  

 5                  MR. LARSON:  So this isn't a document from
  

 6        the state?  This is -- this is a document that was
  

 7        created by the party?
  

 8                  MS. GIETMAN:  Correct, using the data from
  

 9        the state.
  

10                  MR. LARSON:  Okay.
  

11   BY MS. GIETMAN:
  

12   Q    Looking at this, are you able to recognize any of
  

13        these patients?  I know we don't have their faces or
  

14        their file here, but can you --
  

15   A    No.
  

16   Q    Do you know what the labeled use is for Zoloft?
  

17                  MR. LARSON:  Object to the form.
  

18   BY MS. GIETMAN:
  

19   Q    I believe you said off-label use.  No?
  

20   A    I didn't say off-label use.
  

21   Q    Do you know what the labeled use of Zoloft is?
  

22                  MR. LARSON:  Same thing.  Object to form
  

23        and foundation.  Go ahead.  Answer if you can.
  

24                  THE WITNESS:  I mean generalized anxiety
  

25        disorder, social phobia, depression.
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 1   BY MS. GIETMAN:
  

 2   Q    And isn't obsessive compulsive disorder the only
  

 3        labeled use for Zoloft under the FDCA for children
  

 4        under 18?  Sorry.
  

 5   A    It might be for Zoloft, but for other similar
  

 6        medications with the same action, then they have
  

 7        other labeled uses.
  

 8   Q    Sertraline HCL is Zoloft, isn't it?
  

 9   A    Yes.
  

10                  MS. GIETMAN:  Could I have this marked,
  

11        please.
  

12                  (Deposition Exhibit No. 4 marked for
  

13        identification.)
  

14   BY MS. GIETMAN:
  

15   Q    Dr. King, I'm giving you Exhibit No. 4.  That is a
  

16        summary for recent prescriptions you wrote to minor
  

17        Medicaid patients for Seroquel.  Looking at that, are
  

18        you able to identify any of those patients?
  

19   A    No.
  

20   Q    Do you know what the labeled use for minor patients
  

21        is for Seroquel?
  

22                  MR. LARSON:  Same form and foundation
  

23        objection, but go ahead.
  

24                  THE WITNESS:  Seroquel XR has labeled use
  

25        to be used for bipolar disorder in adolescents.
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 1   BY MS. GIETMAN:
  

 2   Q    And do you know if these patients are all suffering
  

 3        from bipolar disorder?
  

 4   A    I would have to see the chart.
  

 5                  (Discussion off the record.)
  

 6   BY MS. GIETMAN:
  

 7   Q    You've prescribed Geodon to minor Medicaid
  

 8        recipients?
  

 9   A    Is that a question?
  

10   Q    Yes.
  

11   A    I don't recall.  I'd have to see the chart.
  

12   Q    Have you ever prescribed Geodon to minors?
  

13   A    I can't say off the top of my head.  I would have to
  

14        see records.
  

15   Q    Have you met with any drug reps regarding Geodon?
  

16   A    Not that I recall.
  

17   Q    But in the past year you don't recall prescribing
  

18        Geodon to any minors?
  

19   A    Off the top of my head, no.
  

20   Q    Do you have adult patients or are all your patients
  

21        minors?
  

22   A    Some of my patients are over the age of 18.  The
  

23        majority are minors.
  

24   Q    Well, in the past year do you recall prescribing
  

25        Geodon to anyone?
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 1   A    Yes.
  

 2   Q    And what's the labeled use for Geodon in minors?
  

 3                  MR. LARSON:  Same objection.  Form and
  

 4        foundation.
  

 5                  THE WITNESS:  I didn't say I recall
  

 6        prescribing it to a minor.  I said I recall
  

 7        prescribing it.  It was an adult patient.  I just saw
  

 8        him last week.  That's why I recall.
  

 9   BY MS. GIETMAN:
  

10   Q    Do you recall what the labeled use for Geodon is in
  

11        pediatric patients?
  

12                  MR. LARSON:  Again, same form and
  

13        foundation, but go ahead.
  

14                  THE WITNESS:  Labeled use?  I don't think
  

15        there is a labeled use, but other people prescribe
  

16        Geodon.  If I have a minor who's on Geodon most
  

17        likely I did not start them on that medication.  They
  

18        might have come to me already on the medication.
  

19   BY MS. GIETMAN:
  

20   Q    So do you do your own analysis if that's appropriate
  

21        for the --
  

22   A    Yes.
  

23   Q    And when you do that analysis, what do you consider?
  

24   A    I consider, one, if they're having side effects; two,
  

25        if it's been effective and helped them with whatever
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 1        issues it was prescribed for; three, if it's
  

 2        something that, you know, if they were pleased with
  

 3        it and said it helped and they got stable and they
  

 4        did better, I'm more likely to continue it than
  

 5        discontinue it.  If it's not working and they're
  

 6        having side effects, then I would probably be more
  

 7        likely to try something different.
  

 8   Q    Have you done research on Geodon?
  

 9   A    Research meaning what?
  

10   Q    Have you looked up articles on Geodon, spoken with
  

11        any peers about Geodon?
  

12   A    Ever?  What are you asking?
  

13   Q    Yeah.
  

14   A    I'm sure I have.
  

15   Q    When did you do that?
  

16   A    I don't recall the specific time.  Like I said,
  

17        Geodon isn't a medication that I prescribe
  

18        frequently.
  

19   Q    So if it's not a patient who comes to you already on
  

20        Geodon, what use would you have for prescribing it?
  

21   A    I typically don't.
  

22   Q    But in cases where you have --
  

23   A    It's not where it's inappropriate; I just don't.  I
  

24        think lots of physicians just sort of use a
  

25        repertoire of medications they found work well and
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 1        are safe and are tolerated well.  So it would not be
  

 2        inappropriate to use Geodon, but it's just not
  

 3        something that I prescribe frequently.
  

 4   Q    So with most of your prescribing decisions you rely
  

 5        on what your experience has shown you their
  

 6        interaction or their effectiveness is?
  

 7   A    Not just my experience.  You know, on literature.
  

 8        But a lot of patients come to me with a history.
  

 9        They don't -- you know, this is child psychiatry.
  

10        So, like I said, we see the worst of the worst.  So
  

11        we're not -- occasionally is it a simple,
  

12        straightforward case?  Yes.  But lots of times
  

13        they've seen five other doctors.  They've been in a
  

14        hospital.  They have a history.  So they might have
  

15        been on medication before that worked well for them.
  

16        They come to me on a list of medications.  So it's
  

17        not always just a naive patient that's showing up.
  

18   Q    But Geodon, for example, you don't recall in the past
  

19        five years what research you have done?  You think
  

20        you might have; is that right?
  

21   A    Geodon specifically?
  

22   Q    Yes.
  

23   A    Do I recall a specific article that I've read?  No.
  

24   Q    So when you're prescribing, is there an age that it
  

25        is too young, you believe it's too young for a child
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 1        to take Geodon?
  

 2   A    It depends on the clinical situation and the history
  

 3        of the patient.
  

 4   Q    But is there ever an age where it's too young?
  

 5   A    Depends on the situation and the clinical history of
  

 6        the patient.
  

 7   Q    So all things being equal, if you had a
  

 8        three-year-old come to you with the same symptoms you
  

 9        saw in a 15-year-old patient who was on Geodon, would
  

10        you consider putting that three-year-old on Geodon?
  

11                  MR. LARSON:  Object to the form and
  

12        foundation for that question.  If you can answer that
  

13        hypothetically, go ahead.
  

14                  THE WITNESS:  Yeah, that's a hypothetical
  

15        because the three-year-old would come with a history
  

16        and a 15-year-old would come with a different
  

17        history, so they're not the same patient.  So I make
  

18        my decisions based on their individual and their
  

19        clinical situation and their history.
  

20   BY MS. GIETMAN:
  

21   Q    And all things being equal, that three-year-old,
  

22        would you prescribe Geodon?
  

23   A    All things wouldn't be equal.  One would be three;
  

24        one would be 15.  They're not equal.
  

25   Q    So is three too young to prescribe Geodon?
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 1   A    It depends on the clinical situation and what's going
  

 2        on.
  

 3   Q    Hypothetically, when would you use Geodon on a
  

 4        three-year-old?
  

 5   A    I don't typically prescribe Geodon, so I couldn't
  

 6        answer that.
  

 7   Q    There's no hypothetical you can think of?
  

 8   A    I mean I would have to have a whole history.  I would
  

 9        have to have a family history, I'd have to have a
  

10        developmental history, I would have to have has this
  

11        kid been on medication before, what were they using
  

12        it for, was it helpful, was it tolerated, did they
  

13        not, can they swallow a capsule.  Most
  

14        three-year-olds can't.  So there's lots of things
  

15        that's taken into consideration.  It's not just,
  

16        okay, this is a three-year-old.  I would absolutely
  

17        never ever, ever do that.
  

18   Q    Is anyone financially assisting you with your defense
  

19        in this case?
  

20                  MR. LARSON:  Let me object to the extent I
  

21        don't know how that could possibly lead to the
  

22        admission of -- or the discovery of admissible
  

23        evidence, how her defense would be paid for or not
  

24        paid for, and I'm going to instruct her not to
  

25        answer.  I don't imagine how you can -- you explain
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 1        to me how that's a potentially relevant question.
  

 2                  MS. GIETMAN:  I believe it's required
  

 3        initial disclosure.
  

 4                  MR. LARSON:  As to what?  Who's paying for
  

 5        attorneys' fees?
  

 6                  MS. GIETMAN:  Whether there's financial
  

 7        assistance --
  

 8                  MR. GOTTSTEIN:  Indemnification agreement.
  

 9                  MR. LARSON:  Oh.  I can tell you there's no
  

10        indemnification agreement of any kind, shape or form.
  

11        I mean that we've gone through.  We've provided the
  

12        insurance policy at issue for your analysis.  But the
  

13        financial arrangements between her and counsel,
  

14        that's none of your business.  I don't know how that
  

15        could possibly be your business.  So the way the
  

16        question is phrased, I'm not going to let her answer,
  

17        but if you've got a different question, I'll
  

18        reconsider it.  But...
  

19   BY MS. GIETMAN:
  

20   Q    Have you been -- is there any agreement for anyone to
  

21        pay a judgment that might arise out of this lawsuit?
  

22   A    No.
  

23   Q    Has anyone approached you expressing an interest in
  

24        this case?
  

25   A    No.
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 1                  MR. LARSON:  Okay.  And I don't know where
  

 2        we're going with this.  Again, I don't know how this
  

 3        is possibly relevant to anything, but she's already
  

 4        answered the question.
  

 5   BY MS. GIETMAN:
  

 6   Q    Have you ever been audited by Medicaid or Medical
  

 7        Assistance, any office associated with Medicaid?
  

 8   A    Not that I know of.
  

 9                  MS. GIETMAN:  Let's take a short break, if
  

10        we could, just about ten minutes?
  

11                  MR. LARSON:  Okay.
  

12                  MS. GIETMAN:  Unless you need -- it's
  

13        probably going to be about two hours yet.  And I
  

14        don't know if you're hungry; now might be a good time
  

15        for lunch, or if you want to plug through.  It's
  

16        11:30.
  

17                  MR. LARSON:  It's 11:20.  Let's keep going.
  

18        But I just need to use a restroom.
  

19                  (Brief recess taken from 11:23 a.m. to
  

20        11:42 a.m.)
  

21   BY MS. GIETMAN:
  

22   Q    Dr. King, you provided this "CAPS Records in
  

23        Compliance with the Court's Qualified HIPAA
  

24        Protective Order" document.  And these are from
  

25        records that you keep at your house or had kept at
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 1        your house?
  

 2   A    Correct.
  

 3   Q    And those records -- do you also have billing
  

 4        records?
  

 5   A    No.
  

 6   Q    So when your office manager for CAPS did your
  

 7        billing, where are those records kept?
  

 8   A    I don't keep billing records.  I mean she did it
  

 9        electronically, I believe.  But I -- it would have
  

10        been on the computer, but I don't keep billing
  

11        records.
  

12   Q    Do you still have that computer?
  

13   A    No.
  

14   Q    So when you look at No. 1, KG, a female, you have the
  

15        date of birth, 1/25/91, the diagnosis, 3/22/05, that
  

16        was the day you diagnosed her?  Is that what that
  

17        column means?
  

18   A    That column is the date of service.  I think this is
  

19        just skewed when they printed it.
  

20   Q    Oh, I see.  Date of service, 3/22/05.  Diagnosis is
  

21        mood disorder, NOS and ADHD?
  

22   A    Right.
  

23   Q    Service provided was medication management?
  

24   A    Well, that's more sort of what -- in billing, it
  

25        would be a medication management code, most likely.
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 1   Q    Okay.  And then medications, those were the
  

 2        prescriptions you wrote at that office visit?
  

 3   A    I believe so.
  

 4   Q    Abilify, Seroquel --
  

 5   A    That's supposed to say Clonidine.  It looks like the
  

 6        C is missing.  It's supposed to be Clonidine.
  

 7   Q    And Adderall XR and the payor UBH.  What's UBH?
  

 8   A    United Behavioral Health.  That's the HMO.
  

 9   Q    So if you -- you didn't keep any of these billing
  

10        records either?
  

11   A    No.  Those are the ones we were talking about, isn't
  

12        it?
  

13   Q    I'm sorry.  I meant to ask about NB's, but that's
  

14        fine.  You kept none of the --
  

15   A    Yeah.  I don't have any billing records.
  

16   Q    -- CAPS billing records?
  

17   A    No.
  

18   Q    And how did you know who the payor was when you --
  

19   A    It's on the demographic sheet.  It's whatever the
  

20        patient's parent tells us when they make the
  

21        appointment.
  

22   Q    I see.  Okay.  So looking at this, do you recall who
  

23        KG is?  I don't want to know the name, but do you
  

24        recall that patient?
  

25   A    Oh, no.  These patients are from so long ago, I
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 1        don't --
  

 2   Q    Are any of these patients patients that you recall?
  

 3   A    No, not just with their initials.  I mean this is
  

 4        like eight years ago.
  

 5                  MS. GIETMAN:  Could I have that marked,
  

 6        please.
  

 7                  (Deposition Exhibit No. 5 marked for
  

 8        identification.)
  

 9                  MS. GIETMAN:  Can we be off a second?
  

10                  (Discussion off the record.)
  

11   BY MS. GIETMAN:
  

12   Q    Okay.  I have handed you what's marked as Exhibit
  

13        No. 5, which are NB's medical records that were
  

14        provided by Encompass.  But if you look through,
  

15        these are your records, correct?
  

16                  MR. LARSON:  Well, object.
  

17                  THE WITNESS:  These are my notes.
  

18   BY MS. GIETMAN:
  

19   Q    I'm sorry.  Your notes for NB?
  

20   A    I mean it's what Encompass -- I can't verify whether
  

21        it's all or not, because I don't have access to the
  

22        chart, but I wrote the notes in here.
  

23   Q    Now, you said you reviewed some medical records prior
  

24        to your deposition here.  Did you review any other
  

25        documents, other than these you've produced to us and

Exhibit 4 to Renewed Motion in Limine

Case 2:11-cv-00236-JPS   Filed 11/18/13   Page 98 of 145   Document 145-4



Deposition of Jennifer King, M.D. - November 11, 2013 99

  

 1        these medical records, did you review any other
  

 2        documents prior to your testimony?
  

 3                  MR. LARSON:  Other than attorney-client
  

 4        communication?  To the extent she's asking for
  

 5        attorney-client communication, you can't divulge
  

 6        those.  But if she's asking for something other than
  

 7        that, go ahead.
  

 8                  THE WITNESS:  No.
  

 9   BY MS. GIETMAN:
  

10   Q    So do you remember NB?
  

11   A    I mean I remember -- I don't remember details of him
  

12        other than what I read in here, but -- I mean I have
  

13        some recollection of him, yes.
  

14   Q    And we're just going to walk through some of these
  

15        because I struggled a little bit to read your
  

16        handwriting.  Okay?  There is a note from November --
  

17        oh, sorry.  Just a moment.  So there is a --
  

18                  MR. LARSON:  Just so the record's clear.
  

19        There are some things in here that are not -- it
  

20        looks like it's been annotated by somebody other than
  

21        Dr. King.  I don't know if it's your office, but
  

22        there's some things that are highlighted and arrowed.
  

23                  MS. GIETMAN:  I didn't, but as we get to
  

24        that document, you can point that out.
  

25
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 1   BY MS. GIETMAN:
  

 2   Q    So there's one of your notes here from March 23rd,
  

 3        and I apologize, these aren't in order.
  

 4                  MR. LARSON:  They're not.  Okay.
  

 5                  MS. GIETMAN:  March 23rd, 2005.  And it
  

 6        would be on a CAPS head.
  

 7                  THE WITNESS:  March 23rd?
  

 8   BY MS. GIETMAN:
  

 9   Q    Yes, 2005.  And can you read what it says under
  

10        Interim History Since Last Appointment.
  

11   A    "Overall patient has been doing okay.  Patient
  

12        sometimes naps and sometimes doesn't.  Mother still
  

13        awaiting in-home therapy to start.  Patient has
  

14        become more verbal.  Mother says patient at times
  

15        won't be quiet at school.  Appetite seems to be okay
  

16        and may have improved."
  

17   Q    And under Mental Status examination, Appearance, what
  

18        does it say?
  

19   A    "Patient alert, cooperative, played appropriately."
  

20   Q    Under Speech?
  

21   A    "Initially very talkative but then quieted down."
  

22   Q    Under Mood/Affect?
  

23   A    "Euthymic mood and affect."
  

24   Q    And under Thought Process?
  

25   A    "Goal directed."
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 1   Q    Under Thought Content?
  

 2   A    It says "No AVH," which is no auditory or visual
  

 3        hallucinations.
  

 4   Q    Any Suicidal or Homicidal Ideation?
  

 5   A    And that's a no.
  

 6   Q    The Plan?
  

 7   A    Says continue Clonidine .1 milligram, one every
  

 8        morning, two at bedtime.  Risperdal .5, one three
  

 9        times a day.  Ritalin, 15 milligrams.  I believe that
  

10        says TID, which is three times a day.  And then
  

11        follow up in two months.
  

12   Q    Do you recall when you write prescriptions for
  

13        medications and they're not going to be seen for two
  

14        months, do you give them refills?
  

15   A    Typically.
  

16   Q    Well, in this case would you have given them a
  

17        refill?
  

18   A    I mean I don't know, but typically I give them enough
  

19        until the next appointment.  You can't have refills
  

20        on Ritalin, though.  It's a controlled substance, so
  

21        you have to have a written prescription.
  

22   Q    There is another note dated 7/21/05.  I'm sorry.
  

23                       For what use were you prescribing
  

24        Risperdal and Clonidine in March of 2005?
  

25   A    Clonidine is to target ADHD symptoms.  Risperdal, the
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 1        irritability and aggression.
  

 2   Q    Do you know what NB's diagnoses were?
  

 3   A    It was ADHD.  It was PDD-NOS at the time, which is
  

 4        not otherwise specified.  And then there's lots of
  

 5        working diagnoses that I use to help in
  

 6        decision-making in terms of medication choices.
  

 7   Q    Were any of the notations on 3/23/05 not yours?  Your
  

 8        counsel raised some questions about different
  

 9        notations.
  

10   A    That one, I lost the page.
  

11                  MR. LARSON:  It was 22 of 31, at least on
  

12        my copy.
  

13                  MR. GOTTSTEIN:  Yeah, that -- we didn't get
  

14        those copies.
  

15                  THE WITNESS:  Whoever wrote his name at the
  

16        bottom of the page.
  

17                  MR. GOTTSTEIN:  If you could make copies of
  

18        that set there would be page numbers.  Her set
  

19        doesn't have page numbers.
  

20                  MR. LARSON:  I know, but that's the one
  

21        that's marked.  But it's up to you.
  

22                  THE WITNESS:  Whoever wrote his name over
  

23        here, that's not my writing.
  

24   BY MS. GIETMAN:
  

25   Q    Oh.  On the second page?
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 1   A    Um-hmm.
  

 2   Q    Okay.  You said working diagnoses.  Where are those
  

 3        listed on here?
  

 4   A    I don't necessarily write them down.  They're sort of
  

 5        in my head in caring for the patient.
  

 6   Q    They're -- I'm sorry.  They're in your head?  Is that
  

 7        what you said?
  

 8   A    Yeah.  These are, you know, kids, and I don't
  

 9        necessarily write down all the diagnoses; if
  

10        paperwork goes somewhere else, if they get stuck with
  

11        the label, whatever.  So a lot of times I have sort
  

12        of working diagnoses in my head which I use also to
  

13        base treatment on, and it may not be reflected in the
  

14        notes.
  

15   Q    We have another date of service, 7/21/05.  Yes,
  

16        7/21/05.
  

17                  MR. LARSON:  I'm sorry.  What's the date?
  

18                  MS. GIETMAN:  7/21/05.  My copy seems to be
  

19        missing that.
  

20                  (Discussion off the record.)
  

21                  MR. LARSON:  On the second page of this
  

22        one -- there's multiple things that would appear to
  

23        be -- first of all, the name on the bottom, I don't
  

24        know who's annotating that.  There's stuff I can only
  

25        presume was highlighted on some document with arrows
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 1        that talk about age approval.  I'm assuming, and
  

 2        maybe I'm wrong, but I thought -- wasn't that
  

 3        Dr. Watson that did that at some point in time?
  

 4                  MS. GIETMAN:  Okay.  So the two highlighted
  

 5        and the two arrows, Dr. Watson thinks his staff put
  

 6        that on there.
  

 7   Q    So is there anything else on these documents that
  

 8        aren't your annotations?
  

 9                  MR. LARSON:  Just these two pages for the
  

10        5/29 --
  

11                  MS. GIETMAN:  Yeah, just looking at
  

12        5/29/05.
  

13                  THE WITNESS:  No.
  

14   BY MS. GIETMAN:
  

15   Q    Okay.  So what does it say under Interim History
  

16        Since Last Appointment?
  

17   A    "Mother says patient was denied for SSI and now
  

18        patient can't have in-home therapy because of it.
  

19        Patient has recently been aggressive at school in the
  

20        morning and also in the afternoon at preschool.
  

21        Mother didn't start Concerta because in past she
  

22        thinks patient developed a tic on it."
  

23   Q    And under Appearance?
  

24   A    "Patient played appropriately with toys."
  

25   Q    Speech?
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 1   A    "Normal rate and tone."
  

 2   Q    Mood/Affect?
  

 3   A    "Euthymic mood, blunted affect."
  

 4   Q    Thought Process?
  

 5   A    "Logical, overfocused on fixing basket."
  

 6   Q    Thought Content?
  

 7   A    "No AVH."
  

 8   Q    Any Suicidal or Homicidal Ideation?
  

 9   A    No.
  

10   Q    What do the annotations next to the zero with the
  

11        line through it --
  

12   A    "No SI/HI."  No suicidal or homicidal ideation.
  

13   Q    And the second page?
  

14   A    "Mother to try Concerta."  Looks like -- I don't
  

15        know.  Dose is missing.  Maybe 36 milligrams.  "PL Q
  

16        AM, and if patient tolerates this, discontinue the
  

17        Ritalin.  If not, resume the Ritalin.  If change to
  

18        Concerta doesn't decrease aggression, then
  

19        discontinue the Risperdal and try Abilify
  

20        2.5 milligrams at bedtime.  Continue Clonidine .1
  

21        milligram TID.  Mother to call and notify M.D. of med
  

22        regime that works.  Follow up two months."
  

23   Q    So on this date of service did you prescribe
  

24        Clonidine?
  

25   A    I mean he was already on Clonidine.  So I don't -- I
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 1        mean this doesn't say if I wrote the prescription
  

 2        that day or not.  He might have already had refills.
  

 3        I don't know.
  

 4   Q    And what were you prescribing Clonidine for on this
  

 5        day?
  

 6   A    ADHD.
  

 7   Q    Are you required to keep your client's records for a
  

 8        certain length of time?
  

 9   A    Yes.
  

10   Q    But you didn't keep any of their billing records?
  

11   A    I'm not required to keep billing records.  I didn't
  

12        do the billing.  The billing was never in the chart.
  

13   Q    So if we turn to 7/21/05 --
  

14   A    (Witness complies.)
  

15   Q    -- the Interim History Since Last Appointment says --
  

16   A    "Patient recently has been aggressive and real bouncy
  

17        at daycare.  Has been restless at home as well.
  

18        Patient has been taking Ritalin, Risperdal and
  

19        Clonidine.  The Clonidine is taken in the afternoon
  

20        and two at night.  Patient became more oppositional
  

21        on the Concerta and he was very irritable.  Appetite
  

22        recently has been fair with the increased appetite
  

23        after 7:00 p.m.  Patient takes the Risperdal, one
  

24        every morning, two every afternoon, and one at
  

25        bedtime."
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 1   Q    And the second page, Mental Health (sic) Exam.
  

 2   A    "Sat and played with puzzles.  Ignored writer's
  

 3        questions initially.  Irritable when told he" -- not
  

 4        sure what that says.  Oh.  "Needed to answer or have
  

 5        puzzle taken away.  Flat affect."
  

 6   Q    Plan/Prescription?
  

 7   A    "Increase Ritalin, 20 milligrams PO TID.  If no
  

 8        improvement in one week, then increase Risperdal 1
  

 9        milligram PO TID.  Continue Clonidine .1 milligram PO
  

10        Q afternoon and 2 Q HS.  Follow up two months."
  

11   Q    These notations on the bottom, are these yours?
  

12   A    The 9/11/05, that's my handwriting, yes.
  

13   Q    And what does that say?
  

14   A    "Spoke with mother.  Daycare feels behavior worsened
  

15        with increased meds.  Will decrease Ritalin back."
  

16   Q    At this time his diagnoses were still PDD-NOS and
  

17        ADHD?
  

18   A    I believe so, yes.
  

19   Q    Okay.  If you can turn to the discharge summary,
  

20        which should be the first page.  4/29/08.
  

21                  MR. LARSON:  And again, for the record, I'm
  

22        assuming certain marks on there were made by
  

23        Dr. Watson, not Dr. King, or Dr. Watson's office,
  

24        because they appear to have been highlighted and
  

25        reflect other information.
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 1   BY MS. GIETMAN:
  

 2   Q    You did not make those notations with the
  

 3        highlighting and the arrows?
  

 4   A    No, and I did not fill this form out either but I
  

 5        signed it.  There's somebody in the office who filled
  

 6        out this form.
  

 7   Q    And before you signed it, did you review the records
  

 8        to determine that it was correct?
  

 9   A    I mean I don't know if I reviewed all of the records.
  

10        This is when I was leaving the clinic and there were
  

11        lots of discharges.  I would have read this form, but
  

12        I don't know -- I can't recall that I reviewed the
  

13        records.
  

14   Q    Well, it says "Initial session, 9/8/05."  Was that
  

15        the initial session through Encompass, or what is
  

16        that date referring to?
  

17   A    I mean I would have to look and see when the
  

18        initial -- I don't know that now off the top of my
  

19        head.  Yes, I believe that was the first date I saw
  

20        him at Encompass.
  

21   Q    At Encompass?
  

22   A    Yes.
  

23   Q    So did you have a discharge summary like this when
  

24        you went from CAPS to Encompass?
  

25   A    No.
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 1   Q    Under Discharge Diagnosis Axis 1 on this discharge
  

 2        summary, it says "ADHD combined."  What does that
  

 3        mean?
  

 4   A    It's ADHD with problems with -- that's just a
  

 5        diagnosis that goes with that code.  So...
  

 6   Q    And Asperger's.
  

 7   A    Which is an autistic spectrum disorder.
  

 8   Q    And that changed -- do you know when your diagnosis
  

 9        changed from PDD-NOS to Asperger's?
  

10   A    It's all on a continuum, so it's not necessarily a
  

11        change.
  

12   Q    Well, do you know when you identified Asperger's?
  

13   A    No.
  

14   Q    If you look at the Encompass provider note, I believe
  

15        it has a number of dates on it; 9/8/05, 9/15/05,
  

16        9/20/05.  Can you read to me what it says next to
  

17        9/8/05?  Read that paragraph.
  

18   A    "Patient previously seen at CAPS and has been
  

19        diagnosed with PDD-NOS.  Patient was treated on
  

20        Ritalin in past and seemed to have an increase in
  

21        unprovoked aggression at home and daycare.  Patient
  

22        was briefly treated on Abilify but mother stopped it
  

23        because she felt it wasn't working after a few days.
  

24        Patient was more irritable when tried on Concerta.
  

25        Patient has been taking the 1 milligram of Risperdal
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 1        three times a day.  Patient is throwing things at his
  

 2        sister.  Clonidine is being given, two at bedtime.
  

 3        Mental Status Exam, patient very bouncy but happier
  

 4        and more talkative and interactive.
  

 5                       Assessment, probable underlying ADHD
  

 6        although increased motor activity may be secondary to
  

 7        PDD symptoms.  Plan, will try Adderall 2.5 milligrams
  

 8        PO Q a.m. and may increase to BID.  Continue
  

 9        Risperdal, 1 milligram TID, Clonidine .2 milligrams
  

10        at bedtime.  Follow up one month."
  

11   Q    And then there's a notation for 9/15/05.
  

12   A    "Spoke with mom by phone.  Patient has been taking
  

13        5 milligrams of Adderall and he does a little better
  

14        in the morning but doesn't focus well or sit still,
  

15        especially in the afternoon.  Will increase to 7.5 Q
  

16        a.m. and monitor.  Mother to call back next week."
  

17   Q    And on 9/20/05.
  

18   A    "Patient is still doing okay in the mornings at
  

19        school though still has some trouble focusing and
  

20        completing work."  Don't know what that word is.  "He
  

21        is very aggressive in the afternoon."  I think that
  

22        says "but he is very aggressive in the afternoon.
  

23        Will increase Adderall to 7.5 milligrams every
  

24        morning and noon."
  

25   Q    Even you can't read your writing.  There is another
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 1        one dated 10/4/05.  Can you read me that note for
  

 2        that date?
  

 3   A    "Patient is taking the Adderall 7.5 milligrams BID.
  

 4        Weight 47.4 pounds.  Patient remains bouncy
  

 5        throughout the day.  Patient with some pushing and
  

 6        shoving of other kids at school.
  

 7                       "Mental Status Exam, patient very
  

 8        hyperactive.  Jumping on the couch.  Pushing the
  

 9        pillows on the floor.  Affect, bright.  Patient more
  

10        talkative.
  

11                       "Assessment, continued hyperactivity
  

12        and impulsivity.  Unclear if it is related to ADHD or
  

13        is side effect from medicine.  Plan, increase
  

14        Adderall 10 milligrams Q a.m. and noon.  Continue
  

15        Risperdal, 1 milligram PO TID but may need to
  

16        decrease dose to .5 Q a.m. and noon and 1 milligram
  

17        at bedtime if it seems akathisia is a problem."
  

18        Akathisia, which is A-K-A-T-H-E-S-I-A, and then
  

19        "follow up one month."
  

20   Q    And what does it say under 10/20/05?
  

21   A    And I did not write that.  That's not my handwriting.
  

22        That's office staff.
  

23   Q    Have you read that note?
  

24   A    When I read through the chart, probably.
  

25   Q    Okay.  You gave mom some direction on that day?
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 1   A    Yes.  That's a reference to the Adderall.
  

 2   Q    So if -- when you change a diagnosis, for example
  

 3        with NB, his diagnosis changed from PDD-NOS to
  

 4        Asperger's, where do you make note in your records of
  

 5        that change?
  

 6   A    Okay.  I don't know if I officially changed it or if
  

 7        that's what she put on the discharge summary based on
  

 8        a code somewhere.  But it's not really a change in
  

 9        diagnosis, like I said.  PDD-NOS is -- and now
  

10        there's only one diagnosis, autistic spectrum
  

11        disorder, so they're all just on a continuum.
  

12   Q    But at the time there were two different disorders?
  

13   A    They're not two different disorders.  They're very
  

14        similar, but right.
  

15   Q    Two different labels -- labeled diagnosis?  I mean
  

16        one's PDD-NOS and one's Asperger's, right?  What's
  

17        the criteria that's different?
  

18   A    The main criteria -- if you do PDD-NOS, those kids,
  

19        one, you might do it while you're still getting to
  

20        know the kid, the patient, before you have a full
  

21        understanding.  So some kids may start off with
  

22        PDD-NOS because it's saying, well, yeah, he has a lot
  

23        of symptoms that fall in the autistic spectrum; I'm
  

24        not sure if he meets full criteria or not.
  

25                       And so over time it may become clear
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 1        and then he sort of has enough criteria to have the
  

 2        autism diagnosis, which is how it used to be.
  

 3                       Asperger's is just high-functioning
  

 4        autistic disorder.  And the big distinction is, by
  

 5        definition, their speech and language develop
  

 6        normally.
  

 7   Q    But there's different codes that have to be submitted
  

 8        on the billing forms for what their diagnoses are and
  

 9        there are different codes for PDD?
  

10   A    The billing codes for the office visit, or for which
  

11        billing are you referring to?
  

12   Q    Well, billing codes associated with NB's records at
  

13        the time show a change in code from PDD-NOS to
  

14        Asperger's.
  

15   A    Um-hmm.
  

16                  MR. LARSON:  Object to the foundation for
  

17        the question, or the statement, actually.
  

18                  MS. GIETMAN:  But there's not a notation in
  

19        his record for that, unless there's somewhere else --
  

20        that's why my inquiry.
  

21   Q    Where do you put what your diagnosis is for this
  

22        child?  Is that something you would normally record
  

23        in your office visit notes?
  

24                  MR. LARSON:  Let me just object to the
  

25        foundation for that question and the form of the
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 1        question.  It's multiple and has all kinds of facets
  

 2        to it, so it's vague and ambiguous.  Go ahead.
  

 3                  THE WITNESS:  So when I write my notes --
  

 4        when I write notes, I write notes for me so that when
  

 5        I do see a patient I can recall sort of what my
  

 6        thought processes are and sort of where my train of
  

 7        thoughts are.  So I don't write notes specifically
  

 8        for anyone else.  It's so I saw this patient, what
  

 9        did I do, what was my train of thought.  So I may or
  

10        may not put the diagnosis on there.
  

11                       For billing, when I see the patient in
  

12        my office, on the billing form there's checkoff
  

13        codes.  So if I changed it, I may check it off on the
  

14        actual billing form, not for prescriptions, because I
  

15        don't bill for prescriptions, but for the office
  

16        visit, then I would change it on there.
  

17   BY MS. GIETMAN:
  

18   Q    So you fill out the form and then somebody else
  

19        submits it for you?
  

20   A    Not now, no.  Only when I had CAPS.  Well, no, that's
  

21        not true.  When I do billing I bill -- I put what the
  

22        office visit entailed, so I pick that code, and I put
  

23        the diagnosis on the office visit billing sheet.
  

24   Q    I see.  So then, just so I understand the process,
  

25        you fill out the form, you check the code box, and

Exhibit 4 to Renewed Motion in Limine

Case 2:11-cv-00236-JPS   Filed 11/18/13   Page 114 of 145   Document 145-4



Deposition of Jennifer King, M.D. - November 11, 2013 115

  

 1        then you give that to currently the two different
  

 2        places you work, you give that to whomever at that
  

 3        office handles the billing?
  

 4   A    Currently it's electronic, so it's electronically
  

 5        sent to billing.
  

 6   Q    So how do you electronically choose the codes?
  

 7   A    There's a check-off box.  The forms -- it's just
  

 8        electronic medical records.
  

 9   Q    So you do something on a computer and then the office
  

10        manager pulls that up and submits it?
  

11   A    Well, the billing department.
  

12   Q    The billing department.
  

13   A    Right.  It's just an electronic billing instead of a
  

14        piece of paper.
  

15   Q    Okay.  But it's not somebody else deciding what --
  

16        the code is for the diagnosis.  That's you?
  

17   A    That's me.
  

18   Q    And that was the same with Encompass?
  

19   A    Well, that was -- right, paper, but I put the code on
  

20        the billing, yes.
  

21   Q    Okay.  Oh.  The notes that you have for your current
  

22        patients, are those electronic as well or are those
  

23        paper like these are?
  

24   A    Well, both.  At Milwaukee Health Services I believe
  

25        we went electronic maybe in July.  So prior to that
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 1        there were paper charts.
  

 2   Q    And then at the other place?
  

 3   A    And then at 16th Street it's been longer than that,
  

 4        but I don't know the exact date.  Now when I enter at
  

 5        either place it's electronic.
  

 6   Q    Okay.  There is an Encompass Effective Mental Health
  

 7        Services sheet with two dates on it, 11/3/05 and
  

 8        12/13/05.  Can you read me --
  

 9   A    This is a bad copy, so I'll read what I can.  It's a
  

10        dark copy so -- 11/3/05.  "Mom says on the 10
  

11        milligram of Adderall patient seemed more aggressive.
  

12        Mom is trying vitamins and other OTC preparations.
  

13        Patient is taking .5 TID.  Patient recently has had
  

14        more episodes of encopresis.  Patient has been off
  

15        Adderall since last week.
  

16                       "Mental Status Exam, patient
  

17        hyperactive, trouble sitting still but not as bouncy
  

18        as before.  Euthymic mood and affect.  Repeatedly
  

19        touching things throughout the office.  Assessment,
  

20        poor response to stimulant medication.  Possible
  

21        akathisia from Risperdal.  Plan, continue Risperdal
  

22        .5 TID, Clonidine .2 Q HS.  Follow up six weeks."
  

23   Q    And under 12/13/05?
  

24   A    "Weight, 47.8 pounds.  Mother had been weaning
  

25        patient off his Risperdal but patient had increased
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 1        aggression and problems at school.  Patient is also
  

 2        taking some supplements.  Mother took patient to see
  

 3        Dr. Semen (ph) who started Nystatin and put patient
  

 4        on a special diet.  Patient has been less bouncy.
  

 5        Patient is now taking Risperdal .25 BID.  Patient
  

 6        continues on Clonidine .2 milligrams.  Patient
  

 7        continues to have trouble concentrating at school.
  

 8                       "Patient is receiving in-home weekly"
  

 9        -- I don't know what that says -- "from Dr. Todd.
  

10        Mental Status Exam, patient wandered around the
  

11        office a lot.  Less fidgety.  Euthymic mood and
  

12        affect.  Current ongoing ADHD-like symptoms.
  

13                       "Plan, Strattera 18 milligrams,
  

14        S-T-R-A-T-T-E-R-A, 18 milligrams PO Q day times one
  

15        week and increase to 25 milligrams PO Q day.
  

16        Continue Risperdal .25 milligrams BID, Clonidine
  

17        .2 milligrams PO Q HS.  Follow up six weeks."
  

18   Q    And then there's a note from 2/7/06.  Also a very bad
  

19        copy.
  

20                  MR. LARSON:  And other dates and entries on
  

21        the same sheet.
  

22                  MS. GIETMAN:  Yes.
  

23                  THE WITNESS:  I'm sorry.  What's the date?
  

24                  MS. GIETMAN:  2/7/06.
  

25                  MR. LARSON:  It's very dark.
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 1                  THE WITNESS:  I went the wrong way.  Okay.
  

 2   BY MS. GIETMAN:
  

 3   Q    And what does it say under 2/7/06?
  

 4   A    I'll read what I can.  "Patient has been on Strattera
  

 5        for about two months.  Patient has a meeting tomorrow
  

 6        at school.  Patient overall has been less
  

 7        hyperactive.  Patient has been sleeping pretty well
  

 8        the last couple of weeks.  Patient is also taking
  

 9        Nystatin and the malt barley" -- I don't know what
  

10        that says.
  

11                       "Mental Status Exam, patient alert,
  

12        less hyperactive overall.  Euthymic mood, blunted
  

13        affect.  Appropriately behaved.
  

14                       "Assessment, some off-and-on
  

15        disruptive behavior but overall doing okay.  Plan,
  

16        continue Straterra 25 milligrams every morning,
  

17        Risperdal .25 BID and Clonidine .2 PO Q HS.  Follow
  

18        up six to eight weeks."
  

19   Q    And then on 2/1/06, is that your handwriting?
  

20   A    No.  That 2/21/06?  That's not my handwriting.
  

21   Q    Okay.  And then 2/22/06, that's not your handwriting
  

22        either, right?
  

23   A    Correct.
  

24   Q    4/6/06, is that your handwriting?
  

25   A    Yes.
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 1                  MR. LARSON:  You skipped over 2/23/06.
  

 2        That's not her handwriting either.
  

 3   BY MS. GIETMAN:
  

 4   Q    Oh, I'm sorry.  Those are your office -- someone at
  

 5        your office?
  

 6   A    That's someone at Encompass' office.
  

 7   Q    Encompass' office.  Okay.  But 4/6/06 is yours?
  

 8   A    Right.
  

 9   Q    And what does it say there?
  

10   A    "Mom said behavior has been fair.  Patient is taking
  

11        some enzymes from a holistic doctor.  Mother says
  

12        this was prescribed after urinalysis showed that
  

13        patient isn't processing sugar appropriately.  Weight
  

14        48.6 pounds.  Patient had an IEP meeting at school
  

15        and he will be receiving extra help if needed.  No
  

16        recent aggressive outbursts at school.
  

17                       "Mom says patient is whiny at times at
  

18        home.  Mental Status, patient alert, a little
  

19        hyperactive but easily redirected.  Euthymic mood and
  

20        affect.  Assessment, overall doing okay with some
  

21        intermittent behavior problems.  Plan, continue
  

22        Risperdal .25 PO Q a.m. and HS.  Clonidine
  

23        .2 milligrams Q HS."
  

24   Q    And then there's a note dated 6/6/06.
  

25                  MR. LARSON:  You want her to read
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 1        something?
  

 2                  MS. GIETMAN:  Just one second.
  

 3                  MR. LARSON:  Okay.
  

 4   BY MS. GIETMAN:
  

 5   Q    Yeah.  What does it say under Interim Data?
  

 6   A    "Patient with increased aggression over the last few
  

 7        weeks, but mother admits that she stopped the
  

 8        Strattera about six weeks ago because she didn't
  

 9        think it was helping."
  

10   Q    And then "compliant with medication;" you checked
  

11        yes?
  

12   A    Correct.
  

13   Q    "Any complaints of side effects?"  You checked no?
  

14   A    Correct.
  

15   Q    "Any recent suicidal, homicidal ideation," you
  

16        checked no?
  

17   A    Correct.
  

18   Q    And what does it say next to "significant mental
  

19        status exam findings"?
  

20   A    "Patient extremely hyperactive, standing on the
  

21        couch, trying to hide in the cabinet."
  

22   Q    And the Assessment?
  

23   A    "Patient seemed more hyperactive, aggressive and
  

24        impulsive without Strattera.  Mother continues to
  

25        change medications on her own."
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 1   Q    And the Plan?
  

 2   A    "Will recommend restarting Strattera but mother
  

 3        reluctant to do this.  Will try Prozac 10 milligrams
  

 4        PO Q a.m. to target aggression and impulsivity.
  

 5        Continue Risperdal .25 milligrams Q a.m. and HS,
  

 6        Clonidine .2 milligrams PO" -- I don't know what that
  

 7        says.
  

 8   Q    And follow up one month?
  

 9   A    Correct.
  

10   Q    There's one dated 7/10/06.  Can you read what it says
  

11        by Interim Data?
  

12   A    Got to find it first.
  

13   Q    Oh, sorry.  I'm sorry.  If we go back to 6/6/06.  You
  

14        diagnosed -- or I mean you prescribed Prozac.  Why
  

15        did you prescribe Prozac?  What use was that for?
  

16   A    It says right here, to target aggression and
  

17        impulsivity.
  

18   Q    And how about the Risperdal?
  

19   A    He's been on the Risperdal.  Why did I prescribe it
  

20        on that day?  Because that was the medication he was
  

21        on and was continuing per the irritability and the
  

22        aggression with the autistic spectrum disorder
  

23        diagnosis.
  

24   Q    Okay.  So on 7/10/06, can you read what it says under
  

25        Interim Data?
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 1   A    "Mom says patient is having an EEG this Friday.
  

 2        Patient on Prozac.  Isn't really any better or worse.
  

 3        Patient hasn't been extremely hyperactive.  Patient
  

 4        has had periods of irritability and aggression.
  

 5        Patient at home will wander off.  Mom says his
  

 6        morning seems better and then in the afternoon he
  

 7        gets worse."
  

 8   Q    And significant mental status exam findings?
  

 9   A    "Patient oppositional/defiant and at one point tipped
  

10        over a chair, tried to leave the office."
  

11   Q    And under the Assessment?
  

12   A    "More irritable/labile and uncooperative since coming
  

13        off Strattera."
  

14   Q    And the Plan?
  

15   A    "Increase Risperdal .25 milligrams PO Q a.m.,
  

16        .5 milligrams PO Q day at 1:00 p.m.  Continue Prozac
  

17        10 milligrams PO Q a.m.  Clonidine .2 milligrams Q
  

18        HS."
  

19   Q    There's an updated 11/5 -- I'm sorry -- 11/15/06.
  

20        Could you read what it says under Interim Data.
  

21   A    I can try.  Again, it's another bad copy.  "Patient
  

22        has been taking" -- I don't know what that says -- "a
  

23        quarter tab," I think, "of Clonidine in the morning
  

24        at 5:00 p.m. because one-half made him tired.
  

25        Patient over last week has been more
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 1        disruptive/aggressive at school.  Patient does better
  

 2        with one-on-one attention at school."
  

 3   Q    And under significant mental status exam findings?
  

 4   A    "Patient alert, hyperactive, aggressive towards his
  

 5        mother with the toy," I think that says.
  

 6   Q    Assessment?
  

 7   A    Says "ongoing impulsivity/aggression."
  

 8   Q    And Plan?
  

 9   A    "Add Zoloft 12.5 PO Q day times one week.  Then
  

10        increase to 25 PO Q day.  Continue Risperdal .25 PO Q
  

11        a.m. and 4:00 p.m. and .5 Q day at noon.  Strattera
  

12        25 PO Q day.  Clonidine .05 PO Q a.m. and noon, and
  

13        .2 milligrams at bedtime."
  

14   Q    And what was Zoloft prescribed for?
  

15   A    I don't have that in my notes, so I would be
  

16        speculating.
  

17   Q    I'm sorry?
  

18   A    I don't have it listed in here specifically, and this
  

19        was from '06.  So I can speculate and tell you what I
  

20        think it was probably prescribed for.
  

21                  MS. GIETMAN:  We may be just about ready to
  

22        wrap it up.  Could we just have a few minutes?
  

23                  MR. LARSON:  Sure.
  

24                  (Brief recess taken from 12:35 p.m. to
  

25        12:40 p.m.)
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 1   BY MS. GIETMAN:
  

 2   Q    There's just one more I need you to read.  It's
  

 3        2/5/07.  Here it is.  So under 2/5/07, the star above
  

 4        the date, is that your --
  

 5   A    No.
  

 6   Q    And the star down on the bottom next to the word
  

 7        "Zoloft"; is that yours?
  

 8   A    No.  And then there is another star next to
  

 9        Clonidine.  That's not mine either.
  

10   Q    Oh, okay.  Thank you.  Can you read what it says
  

11        under Interim Data.
  

12   A    "Patient overall has been doing okay behaviorally but
  

13        he wakes up around 6:00 and is very unruly.  Patient
  

14        has been doing fairly well at school.  Patient
  

15        doesn't listen well at home with mom.  No noted side
  

16        effects from meds.  Patient has been eating okay."
  

17   Q    And under significant mental status exam findings?
  

18   A    "Patient sleeping on the couch.  Didn't want to get
  

19        up and have his weight checked.  Not hyperactive."
  

20   Q    Assessment?
  

21   A    "Doing better overall."
  

22   Q    And the Plan?
  

23   A    "Continue Strattera 25 milligrams PO Q a.m.
  

24        Clonidine .05 milligrams PO Q a.m. and noon and
  

25        5:00 p.m.  Clonidine .2 milligrams PO Q HS.
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 1        Risperdal .25 milligrams PO Q a.m. and two at noon,
  

 2        and one Q day at 4:00 p.m.," I believe, and "Zoloft
  

 3        25 milligrams PO Q a.m."
  

 4   Q    And then follow up in two months?
  

 5   A    Correct.
  

 6   Q    Looking at these records that Encompass has produced
  

 7        to us, can you tell from these records when your
  

 8        diagnosis of NB changed, the official label changed
  

 9        from Asperger's to ADHD -- or I mean Asperger's to --
  

10   A    From PDD to Asperger's?
  

11   Q    NOS to Asperger's.
  

12   A    No, but like I said, it's all a continuum.  So
  

13        coding-wise there's a different code.  But
  

14        symptom-wise and diagnostically there's not that big
  

15        of a difference, which is why now DSM V has lumped it
  

16        all together as autistic spectrum disorder.
  

17   Q    Right.  But back in '05, '06, '07 when you were
  

18        seeing NB, there were differences and different
  

19        codes, and at one point the code changed.  But by
  

20        looking at these records, can you see when you did
  

21        that --
  

22   A    No.
  

23   Q    -- when you changed from PDD-NOS to Asperger's?
  

24   A    No.  Because in my mind -- I mean I might have been
  

25        thinking Asperger's all along but I was making sure I
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 1        knew him better and that it was long term and getting
  

 2        a better idea.  So from these records, no, I cannot.
  

 3   Q    So these other records that you produced from CAPS'
  

 4        records, you did provide a diagnosis for the children
  

 5        on these.  How did you maintain these records
  

 6        differently than you maintained NB's records that you
  

 7        could identify what the diagnosis was?
  

 8   A    I can identify what the diagnosis was for NB as well.
  

 9        There was no difference.
  

10   Q    What on these documents tells you NB -- NB's
  

11        diagnosis was PDD-NOS?
  

12   A    I'm pretty sure it's in some of the pages.  It wasn't
  

13        the ones you asked me to read to you today but --
  

14   Q    Well, why don't you look through and tell me where
  

15        you see PDD-NOS.
  

16   A    The first appointment at Encompass says that.  And I
  

17        actually did read that to you, I believe.  It was
  

18        September 9, 8:05.  "Patient previously seen at CAPS
  

19        and has been diagnosed with PDD-NOS."
  

20   Q    Okay.  And then where does it show a diagnosis of
  

21        Asperger's in these records?
  

22   A    On the discharge summary.
  

23   Q    So between the discharge summary and -- which isn't
  

24        your note.  It was a note from someone else, correct?
  

25   A    It's not a note.
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 1                  MR. LARSON:  Object to the form of the
  

 2        question.  Go ahead.
  

 3                  THE WITNESS:  It's not a note.
  

 4   BY MS. GIETMAN:
  

 5   Q    The discharge summary, the information was put in by
  

 6        someone else, correct?
  

 7   A    Correct.
  

 8   Q    So where in your notes does it show the Asperger's
  

 9        diagnosis?
  

10   A    So the same person that did this sheet is the same
  

11        person that at this office handled billing, so she
  

12        may have gotten it off the billing code.
  

13   Q    But I'm asking off your notes, where does it show the
  

14        Asperger's diagnosis?
  

15   A    I don't know that it does say that in there.
  

16   Q    So is there -- was there a different way of handling
  

17        the files for these children -- you said you don't
  

18        have any billing records for these children, correct?
  

19   A    I do not.  The diagnoses that are listed here would
  

20        have came out of at least a note.  So just like in
  

21        here, it's not that it never says.  It says in
  

22        several of the notes that I read to you that he also
  

23        has ADHD.  And, like I said before, my notes are for
  

24        me, so to help me from appointment to appointment to
  

25        keep track of what I do for these children.  I don't
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 1        write my notes for the insurance company or anybody
  

 2        else.  If they want copies, they can have copies of
  

 3        the consents.  But the notes are for me.  So I don't
  

 4        each time necessarily on my note write down the
  

 5        diagnosis.  When I bill for the services, then I
  

 6        would put the code on the billing sheet.
  

 7   Q    Did you have any records that you were storing at
  

 8        your house that were for a child on Medical
  

 9        Assistance where you didn't have the diagnosis in
  

10        that file at your house?
  

11   A    Not that I recall, no.
  

12                  MS. GIETMAN:  I don't think we have
  

13        anything further.
  

14                  MR. LARSON:  Okay.  Thank you.
  

15                  MS. GIETMAN:  Let's make sure we have all
  

16        the exhibits, though.
  

17                  (Deposition concluded at 12:49 p.m.)
  

18                  (Original exhibits attached to Original
  

19        transcript.  Copies of exhibits are attached.)
  

20
  
21
  
22
  
23
  
24
  
25
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   1        STATE OF WISCONSIN )
                           ) SS:

 2        MILWAUKEE COUNTY   )
  

 3
  
 4                       I, Rosanne E. Pezze, RPR/CSR/CRR and
  

 5        Notary Public in and for the State of Wisconsin, do
  

 6        hereby certify that the deposition of JENNIFER KING,
  

 7        M.D. was recorded by me and reduced to writing under
  

 8        my personal direction.
  

 9                       I further certify that said deposition
  

10        was taken at 735 North Water Street, Milwaukee,
  

11        Wisconsin, on the 11th day of November, 2013,
  

12        commencing at 9:15 a.m.
  

13                       I further certify that I am not a
  

14        relative or employee or attorney or counsel of any of
  

15        the parties, or a relative or employee of such
  

16        attorney or counsel, or financially interested
  

17        directly or indirectly in this action.
  

18                       In witness whereof, I have hereunto
  

19        set my hand and affixed my seal of office on this
  

20        12th day of November, 2013.
  

21
  
22                          ________________________________
                            ROSANNE E. PEZZE, RPR/CSR/CRR

23                                Notary Public
                    My commission expires January 26, 2014

24
  
25
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48.6 (1)
    119:14

5

5 (9)
    98:7,13;101:8;
    110:13;111:16;
    116:13,22;122:16;

Min-U-Script® Gramann Reporting, Ltd. (144) weren't - 5

Exhibit 4 to Renewed Motion in Limine

Case 2:11-cv-00236-JPS   Filed 11/18/13   Page 144 of 145   Document 145-4



USA and the State of WI ex rel. Dr. Toby Tyler Watson  v. 
Jennifer King-Vassel

Deposition of Jennifer King, M.D.
November 11, 2013

    123:11
5/29 (1)
    104:10
5/29/05 (1)
    104:12
5:00 (2)
    122:24;124:25

6

6/6/06 (2)
    119:24;121:13
6:00 (1)
    124:13
6th (1)
    11:19

7

7.5 (3)
    110:15,23;111:3
7/10/06 (2)
    121:10,24
7/21/05 (5)
    101:22;103:15,16,
    18;106:13
7:00 (1)
    106:23

8

8:05 (1)
    126:18
8th (1)
    82:10

9

9 (1)
    126:18
9/11/05 (1)
    107:12
9/15/05 (2)
    109:15;110:11
9/20/05 (2)
    109:16;110:17
9/8/05 (3)
    108:14;109:15,17

Min-U-Script® Gramann Reporting, Ltd. (145) 5/29 - 9/8/05

Exhibit 4 to Renewed Motion in Limine

Case 2:11-cv-00236-JPS   Filed 11/18/13   Page 145 of 145   Document 145-4



 

 Page 1 

UNITED STATES DISTRICT COURT 

EASTERN DISTRICT OF WISCONSIN 

 

 

UNITED STATES OF AMERICA, and THE STATE OF WISCONSIN, 

ex rel. DR. TOBY TYLER WATSON, 

 

Plaintiffs, 

v. Case No. 11-CV-236-JPS 

 

JENNIFER KING-VASSEL, et al., 

 

Defendant. 

 

 

NOTICE OF SUBPOENA TO TESTIFY AT A DEPOSITION AND PRODUCE RECORDS 

  

 

PLEASE TAKE NOTICE that Dr. Jennifer King is hereby commanded to appear and testify in 

the above titled matter on November 11, 2012, commencing at 9:00 AM, at Gutglass, 

Erickson, Bonville & Larson, S.C., 735 North Water Street, Suite 1400 in Milwaukee, WI, 

before an official court reporter.  Her testimony shall be recorded by stenographic means. 

 

THE DEPONENT IS FURTHER COMMANDED to bring the following: 

1. All notes, reports, and/or records related to N.B.’s care from March 2, 2005 through the 

present, including but not limited to medical records, billing records, and pre-

authorizations. 

 

2. All documents, references, or other information, or any combination, she relied upon 

since March 2, 2005 through present before writing a prescription for a Medicaid 

recipient to determine whether such prescription was covered for purposes of 

reimbursement, i.e., properly paid by Medicaid. 

3. All documents, references, or other information, or any combination, she relied upon in 

prescribing medications to N.B.. 
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4. Any and all written communications with any person, entity, or governmental agency, 

other than counsel, regarding this litigation. 

5. Any and all documents, references, or other information, or written communications with 

any person, entity, or governmental agency, other than counsel, from the time she was 

licensed to practice medicine in Wisconsin to date, regarding Medicaid drug coverage. 

6. All notes, reports, and/or records related to your current minor Medicaid patients, 

including but not limited to medical records, billing records, and pre-authorizations, 

produced in compliance with the Court’s Qualified Protective Order. 

7. All documents, references, or other information, if any, she relied upon in determining 

whether uses for drugs are approved under the Food, Drug and Cosmetic Act (FDCA), 

from March 2, 2005 to date. 

8. All documents, references, or other information, if any, she relied upon in deciding to 

write prescriptions for uses not approved under the FDCA, from March 2, 2005 to date. 

This examination by oral deposition will be subject to continuance or adjournment from time to 

time and place to place until completed.  You are invited to attend and cross examine. 

 

Date:  Nov. 6, 2013      

 

Rebecca L Gietman  

    Gietman Law 

805 S. Madison St. 

Chilton, WI 53014       

414.841.7173        

GietmanLaw@gmail.com 

 

James B. Gottstein (Alaska Bar # 7811100) 

Law Project For Psychiatric Rights, Inc. 

406 G Street, Suite 206 

Anchorage, AK 99501 

Phone:  (907) 274-7686 

e-mail:  jim.gottstein@psychrights.org 

 

Attorneys for relator Dr. Toby Tyler Watson 
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ASHP Stotement on fhe Use of
Medicotions for Unlobeled Uses

'l'he freedont and responsibilify to nrakc drug therapy deci-
sions that ars consisteut wirh patient-care needs is a funda.
ruental precept supported by ASI{P. 'this activity is a profes-
sional duty of pharmacists not limited by language in Food
and Drug Administration (FDA)-approved product labeling.

The prescribing, dispcnsing, and adnlinistration of
FDA-approved drugs fior uses" treatment regimens, or pa-
tient populations that a¡e not reflected in FDA-approved
product labeling often represent a therapeutic approach
that has been exrcnsively snrdied and reported in rnedical
literanrre. .Such uses a¡e not indicativc of inappropriate us-
age. I"lealth-ca¡e professionals should appreciate the c¡irical
r:ced for freedom in making drug therapy decisions and un-
dcrstand the irnplications of unlabelcd t¡scs. ASHP supports
th i rd-party rei mbursement for I:'DA-approved drug products
appropriately prescribed for unlabeled uses.

Definition of Unlqbel€d Use

"I he FDA approves drug prociucts for markcting in thc Unitcd
States. Such a product approved for nrarkcting is often temred
an "FDA-approved drug." lÐA also approves each drug
product's labeling (container label, package inserg and cer.tain
advertising); the term "FDA-approved labclíng" applies here.
Drug uses that arc not included in the indications or dosagc
regir:rens lisæd in the FDA-appr.oved labeling are defined as
"unlabcled uses." For purposes of this documerrt, unlabeled
use includes the use ofa drug product in (l) doses, (2) patient
populations, (3) ir:dications, or (4) routes of administration
that are not reflected in FDA-approved product labeling.

It is important to recogn.iee that FDA cannot approvo
or disapprove plrysician prcscribing practices oflegally nrar.
keted drugs. FDA dr¡cs regulate what manufacturers may
recommend about uses in their products' labeling and rvhat
manufacturcrs ca¡r include in advertising and promotion.

Tlre sometinres-used term "unapproved use" is a ¡nisno-
me¿ implying that FDA regulates prcscribing and dispensing
act¡vities. T[ìis temr should be avoided,r Other tcrminology that
is sometimes uscd t<r dcscribe tr¡¡leùeled use includes.'off-label
use," "out-oÊlabel use," and "usage outside oflabeling."

Accordíng to FDA, unlabeled use encompa-sses a rangô
of situatioru that extcnd frorn inadequate to carefully con-
ceived investigations, frorn haza¡dous to salutary uses, and
from infrequent to rvidespread nredical prnctice, Accepted
medical practice oftcn irrvolvcs drug use lhat is not reflected
in FDA'opprovcd drug-product labeling.2

Heolth-Core lssues Reloted to
Unlobeled Use

Access to Dnq Therapies.'l'he prescribing and dispensing
of drugs fbr unlabeled uscs are increasing.3'a In many clini-
cal situations, unlabeled use rcpresents the most appropriate
therapy for patients. Failure to recognize this or, rnore im-
portartly, rcgarding such use as "unapproved" or,,experi-
nlental" rnay restrict access to necessary drug therapies.

Lack of Practice Standørds, tù¡ell-defined medical practice
standa¡ds that differe¡rtiate between experimental thcrapies
and cstablishcd practicc will probably always be some-
what lackíng, owing to the advancement of medical science
and the dynarnic nature of medical practice. Standards of
practice for certain drug lherapies, particularly biotechno-
logically produccd drugs, canccr chemotherapy, a¡rd AIDS
trcalmcnts, are continually evolving, The dynamic nature of
thcse dnrg therapíes makcs it diffìcult for profcssional so-
cietics to review scientific data expediently and to develop
sta¡dards tiat remain absolutely current.

Faílure ofPackage Insert ond FDA-Approved Labeting to
ReJlect Current Pmctìca Þ'or FDA-approvcd product label-
ing to lre modified, scientific d¿ta ntust be submitted by a
product's ¡nanufacturcr to FDA to support any additional
iudication(s) urd dosage reginren(s). Once tlìey a¡e submit-
ted, FDA must review thc data a¡¡d makc a decision to perrnif
alteration of tl¡e package insel.

Knowing that unlabeled uses are permitted, and know-
ing that the accumulation and submission of scientific dara
to FDA to modify labclíng is a time-consuming and often ex-
pensive process, some pharmaceutical manufacturers elest
not to pursue labeling changes. Therefore, a product's label-
ing sometimes fails to represent the ntost current therapeutic
infonnation for a drug, and situations narurally occur when il
is appropriate to prescribe drugs for unlabeled uscs.

Phormocisl's Role

ASHP bclieves that pharmac¡sts in <lrganized hea.lth-care
setti¡ìgs bear a significant responsibility for ensuring optimal
outcolncs from all drug therapy. With respect to unlabeled
uses, the role of the pharmacist should be to

l. Fulfìtl the roles ofpaticnt advocafc and drug informa-
tion specialist.

2. Develop policies and procedures fbr evaluating drug
orders (presøiptions) and dispensing drugs for unla-
bcled uscs in their orvn work settings. Such policies
and procedures might address the documcntation of
scientific support, adherence to accepted medical prac-
tice staldards, or a description ofmedícal necessity.

3. Develop proactive approaches to promote informed
decisionmaking by third-party payers for healtb-care
services.

Role of Drug lnformotion Compendlo

The Mcdicarc Catastrophic Coverage Act of 1988 (now re-
pealed) included the sratements that.,in carryíng out the leg-
islatior¡ the Sccretary [of Health and Human Services] shall
establish standards for dnrg coverage. In establishing such
standards, rvhich are based on acccptccl nrcdica.l practicc, thc
Sccrctary shall incorporatc standards from such current au-
thorit¿tive cornpendia as tho Secretary nray select,"5 Specific
conrpendia rcconmrcnded were tlrc AHFS Drug Inþrmation,

GRAIiIANN REPORNNG, LID.
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AMA Drug Evaluatíons, and USP Dispensing Information,
l/olume L Despite the repeal of the Act, some third-party
payers have adoptcd guidelincs that endorse these three

compendia as authorilative information sources with respect

to unlabeled uses for drug products.

Positions on Unlobeled Use

FDA Positíot¿ A statement cntitled "Use ofApproved Drugs
for Unlabeled Indications" was published in the FDA Drug
Bulletin in April 1982 to address the issues of appropriaæ-
ness and legalþ ofprescribing approved drugs for uses not
included in FDA's approved labeling. 'llis statemcnt in-
cluded the following;

The Food, Drag and Cosmetic Àct does not limit the

manner ìn which a pþsícian may use an approved
drug. Once a producl has been approved þr marlæ|-
íng, a plysícian møy prescribe it þr uses or in trcat-
nent regìmeru or patient populatíons that are nol
included in approved labeling. Such "unapproved"
o4 mote precisely, "unlabeled" uses may be appropri-
ate and rational in certaín círcumstances, and nay, in

fact. rcflect approaches to dntg therapy that have been

extenslvely reported ín medical literature.t

Other OrganizolÍo¡s. Other organizations that have pub-

Iished positions on the issue of unlabeled uses of drug prod-
ucts a¡e the Health Care FinancingAdministration (HCFA),6

the Blue Cross and Blue Shield Association of America
(BC/BS),? and the Health Insurance Association ofAmerica
(Hr.AA).8

The American Medical Association, Anrerican Society
of Clinical Oncolog¡ Association of Ame¡ícan Ca¡tcer

I¡¡stitutes, Associatio¡¡ of Community Cancer Centers,

Candlelighters Childhood Cancer Foundation, Memorial
Sloan Kettcring Cancer Ccnter, National Cancer Institute,
and the National lrrstitute of Âllcrgy and Infectious
Discases jointly developed a consensus statement and
recornmendations rogarding use and reimbursement of
unlabeled uses of drug products.e

These statements arc consistent with tlre ASIIP position.

Reimbulsement lssues

As ¡ coshcontainrnent measure, rnost third-party pay-
ers excludc çovcrage for experimental therapies. Drug
thcrapy coverage decisions are complicated, because often
it is ditTicult ûo differentíatc among an accepted stan<la¡d
of practíce, an evolving standa¡d of practice, and investi-
gational therapies. Data demonstrating medical necessity
and improved patient outcome are often difücult to retrieve.
Conscquentl¡ insura¡cc ca¡riers and martaged carc providers

have sometimes elected to cover only those indications in.
cludcd i¡r FDA-approved drug-product labeling and have tc-
quently denied coveragc for unlabeled uses ofdnrg products.

ASHP bclieves tl¡at such covcrage denials restrict
patients from receiving medically necessary therapies that
represent the best available teatrnent options. A grorving

number of insurance ca¡riers arc following the BC/BS and

I{LAA guidelines tbat encourage the use of the three au-

thoritative drug compendia, peer-revicwed litcraturc, and

consultation rvith experls in resea¡ch and clinícal practice to
make specitic coverago decisions. ASHP supports informed
dccisionrnaking that promotes third-paÍy reimbursement
for FDA-approvcd drug products appropriately prescribed
for unlabeled uses.
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doscs in humans, howcvcr, rhc v¿scula¡
cttccrr-ârc usually prcdorninant. caus-
rng reduccd ¡æriphcnl vascular rcsjsr.

lï:.ond lower blood prcssurc and prc-
;1:.lrrå or rcvcning corooe¡y,p.r-.
Itrcdfeçts on c¿rdjac dssues arc usu.

"ly j"". prorniocnr, prob"Uiy bcous"
ot âlte¡Ioad rcducrion ¿nd rèflex svrn-
pathedc rcsfonscs to vsodil"i¡ãn.'in
padcnrs wirh no¡mal cardiac funcrion
not on othcrlegarivcly inorropic drugs,
me Degauvc inouopic cffccs of rj¡c 

*
drugs arc not usuaily o¿¡ifcsrcd.

Irl r-opg casæ, .ho¡vcycr, hcan f¿ilure
.3n.bi Índuccd or woÃened, 

""d 
;;;- 

-

trcular carc ¡¡¡ust bc paid to cooco-mi.
ta.nl Tc of calcium changrc.l blocJccrs
w¡ttr bcu blockc¡¡ and ro usc in u¡.
ùcns_widr aonic srcnosis, whcrc'
væodÍlatioo would nor bc cxpcctcd to
produce significant .fæ¿*ã i.ãu.¿on.

Effcca oo .{V pd SÂ oode funcriou
a:: 1!o. not promincnt in eivo wit}|
rur.ed¡prDer al$ough rhcy can occur
wrrh yerâpemil.

Effectiveoess

-oVc.rapamil, 
but not nifedipioe, is ao

l1Îu". agcnr iatraveoouslyìn ioar-
iq.". C supraveauicu lar achycudia

åii,ì|"å-* 
tbe he¡n ¡arc in at¡iar

, Both drugs ¿¡c cffectivc in aopin¡
duc ro v$ospæm rnd jn cb¡oniðstablc
engna. Cu¡rcac hbcling for nifcdioine
rccorn¡ncnds it f9¡ yc in sablc 

"ngír,"oruy rq- p1ùen6,..who ¡cs¡ílrrt symoro.
marrc deçpirc adcquatc doso of bcï
?]ocr(cß eodlor otgpnic oirntcs or who
:yo9r rote¡a(c thæe egcnts,,' Thi, rcs.

;ffiiåi:,tri$i*,iïr',ffiåL'åîf:

n
-l
New Angina Drugs

.Tvo calcium chaoncl blockcrs.
nifedipinc-aod vcrapamil, h"ui Èr"r,
lpProl/cd for ueetf¡tcnt of væosoastic
ald classical cffon-associatcd 

";;ir;.the¡q dru¡¡s a¡e atsq ,efcrcJ to ã. 
--

"calcíum entry blockcn" or .,calciu¡n
antagonists,,,

, Dntgs of this pharmacologìc clæs
navc sorue cornqg! propcnics bur also
navc imporant diûfcrenècs ín clinical
use,

aJpoth agcnr inhibir ¡¡ans¡acmb¡anc
í/Jux of utncellular celciurn ínto ca¡-
cf¡ac and vascular smooth rnusclc, and
producc. in isolarcd dssucs, neipdve
:i prc ctfccsr dcprc$cd sioo.atrial
tù. ¿nd auio.vcntricular (¡lÐ nodc
runcuon, and v¡sodilarion; rtr clinical
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ncss io pcoplc with srablc'angiaa.
Although thc cffcctivcncss "óî thcse

agcns ín^angina l! docuitiÈnted, rnany
rlrpccts of their cffectivencs rcmain rõ
bc defincd. Unconuollcd repofts¡ aud
studie-ç in which rhesc agên$ have been
addcd to, or substirutcd for, organic
rritra¡cs rhat had orovcd iosufücicntly
cffccdve r.¡ in vasôspasuc aogrne sccm
to indica¡e a çccial ability of chc cal..
crum eatâgonisw ro prcvenr væospastic
angina, In rwo rvcll.cont¡ollcd srudics
comparing oifcdipine wirh isoso¡bide
diniüatc, howevcr, ." therc was littlc
differcocc bewcen rhe two úcÍrtmcnrs.
Thc¡e arc no sirnilar direct comparisotx
of vcrapanil and organic nit¡atc.

Safety
Thc side-effect profìle of thesc agcnts

ovcrlaps but is by oo means ider¡Eicãl.
In gencral, nifedipinc appcers to havc a
somcwhat greerer tcndeoèy ro decrease
perþheral ¡esisancc aod lowcr blood
pressurc than verapamil, and does oot
tend to inhibit Srt. or.AV nodal con-
duction. There is ofæn a srn¿ll increasc
in hcarr ratc, and typical symproms

1nd. signs of vasodilerion 1àiziincss,
flushing, numb¡css and tingling of cx-
tretniries, peripheral cderna, or 

-palpita-

tions) arc cor¡mon but usually toleia-
blc.

More æ¡ious tcactioos can also occur,
Excessivc hypotcnsion occurs occæioo-.
ally-wirh thg ggc o{ nifcdipine, usually
during thc initial tiuation o¡ at ¡hc
time of upward dosage adjusuoent. It
rnay bc rnorc likely in padcnrs mkinp
bcn blockc¡s concomitãnrly

,{ few-paticnts havc devålopccl in-
c¡cased frequency, duation, ôr se"eriry
of angina upon srarting nifcdipinc or år

thc timc of dosagc incrcæes.o
Nifedipioc dosagc shou.ld be ¡itra¡cd

ovcr a-7 ro 14 day pcriod. if possible,
to enablc thc physiciao ro asscss rc-
sponse at each dose lcvel and monito¡
blood prcsurc l¡dore procccding to
highcr doscs.

hc
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Editori¡l 8o¡¡d
Arttr¡r Hull Hryerr Jr,, DlD. Coaei¡¡ìo¡or
Mrrl Novlrcl, ltfD, Dcþttl Coamù¡ìonct
Stu-ert Nighti¡gdon ìlÍD, Aotiag At¡ocìca

Comm ùt ioz c r for Honltà Afieia
Wl-yo-e.L. Pìna, Asmoìata Coarmirbttcr for

Puölic Afaitt
J. Richrrd Crout, MD, Dir¿otor, B*eat of Dngt
S¡¡fo¡d Â. Mille¡rftD, Di¡actor, Btccr'of -

fuod¡
Merioa J. Fiotcf tÍD, ArocÍatc Dircclot,

Bxrcat o/Dmgt

The.rc arc isolated rcpors of patieats
recendy withd¡arvn froÃr bcta bjockcn
who havc dcvcloped ma¡kcd worscnins
ofangina ¿nd cvin infa¡ction.z

_ If possible, it is advisablc ro r.pcr
bctà blockcn bcforc sropping rhcrn aod
beginning nifcdipinc. It does not ap-
pear rher nifcdipinc can ucar rhe in
c(eased aogina somcrimcs asociatcd
wírh bera blockcr withd¡awal.

Concomitant usc of nifcdipinc and
beta blockea is usually well iolcraæd.
However, thcre is liale conuolled exoe.
ricnce with tl'rc combinacioo, which Å.
known to iacrcase ¡hc likelihood of
congescivc hca¡t failure and scvere by.
potensroo.

In rarc instancæ, parienr have devel.
opld,hearr failu¡c afte¡ beginning
nifcdipinc, usually when tÃc drug wæ
addcd to a bcra biockcr.B paricntíwith
tight aonic stcnosis may also bc at
grÊarcr risk of devcloping hean failure
with nifcdipine.r

Nifcdipinc rnay bc givcn concomi-
taotly with niuatcs, bur there have
bcen no conrollcd studies to asscss thc
antianginal cffcctiyencss of this co¡n-
bination.

Nifcdipinc hæ bccn rcportcd to in.
crcasc serum digoxin conccnu¿rioru¡ by
abou¡ 50 pcrccnt and rnust bc uscd
witì grcat caudon wirh concomirant
digorin.to

Blood prcssurc falls with oral
vcrapamil, .bur ¡na¡kcd dccreascs appcar
unusual. Thc¡c is usuellv ¡ slipht tic.
crcase in hearr ratc. Syniptomí of
vasodilaúon a¡c nor córinon, On rhc
othcr hand, verapamil can inhibit S^A
node function and AV conduction, and
caus.c sinus bradycardia, nodal cscapc
rhythm, and/or.A,V block. Ir is. thèrt
fore, conüaiodica¡ed in paticnr wiù
pre-cxisdng AV conduetion abno¡mali.
ties or sick sinus syndrorne.

V.crapamil has gcncrally becn .

avoíded in pacients with prc-cxisdng
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)c- 
-¡lngc), 

ahhough rhcrc wcrc no livcr bi.

initially Bood.'¿
.lgrapamil caû. causc constipation.

which is usually mild.
In smdics carried our in rhe Unired

Statcs, rhcre rr'crc neo rcponcd in-

r¡eatcd.rr Th-c padcna had aþicrurc of
prcdorninantly trcperocellu larinjury
(transarninases in rhc t,000 unií

; f--Tã;;;;ñï'n ,hiq thcrc wæ
I "_",|mpr 

¡csolurion on discoocinuacion'- i-.-,'-che drug. In nearly 4,000 paricnr

- he¿rr failure aod is cont¡aindicatcd inced patiens wjrh scvcrc lefr venricular dvs.:, j function because it c¡n wolsen hcart'' 
fairlu¡c.

or i Thcrc a¡e fcw srudics of ve¡apar¡il
' given in combin¿tion with bct¿ bloct.: crs, bur it is clcar ther thc combinadonnts. can impair ca¡diac fi¡ncdon in some Þa-:rs ticnts,r¡ even when ca¡diac fu¡ccion was

drugs,
Until fur¡hcr deta are available,

veraparnil and quinidioc should bc
uscd togethcr caudously, cspccially in
padcnts widr hypcrrophic cardiomyo.
parhy, because rhc¡c hevc bccn a fcw
reporÈs of pulmonary cdcma in pacients
given the combination.r{ '

Âs wirå ¡¡ifcdipine, vcrapamit mav
bc givcn concorniranrly wirh nj¡rates',
although rhc effcc¡ívcnes of the com-
bioetion hæ aot bcen cvaiua¡cd.

!{9re cgrnplqtc .informarion for pre-
scribing thesc drugs i¡ available in-rhc
packagc inserts.

R¿l¿r¿ncet:
l. .{qt¡¡an E, cr d.: Nifcdipinc rhcraov for

'riåilrTii|ry spsm' N Ensti tttcd tsdti: t02t

2: ìù/stcrs DD, c¡ al,: Provoc¿tirc tcsrjnp *ith
crgonovine ¡o asses thc cfficacv of t¡carme-nr
with nífcdípinc, dilti¿zcm, a¡rd ycnoenrillÀ r¡ri.
ztr ngtnz- Arn J Crdiol trgti 4g:f2l.tJo.

3. Johruon SM, c¡ el,: À conrollcd uirl of
yc_Tp?mil for Prinzmc¡¡l's varienr angina. NEa3l

J Ãtcd t98t: 304:. 862.s66.
1. H¡¡lJ¿t, c¡ el.: R¡ndomizcd doublc-blind

comprrison of nifcdipinc end isoco¡bidc diníca¡c

Sucralfate Approved
for Duodenal Ulcer

- 
Sucretfere (Canfrte, a basic

aluminum salr of polysulfarcd sucrosc,
has bcco approvcd for shon-¡enn lun
.ro 8 wccks) trcrsncor of duodcnal' '
ulccr. Thc -d-S ir chcnically unlikc
any odrer drug used for rca-rmcn¡ of
duodcn¿l ulcc¡.

Sucralfarc cxcrb i6 cffcct ¡l¡roueh
local ra¡hcr rhan sysærnic ¡rrion, and
$5¡c is linle s¡ttcmi,c absorprioa.
Althorrgh the ¡lcch¡nism oi sucralfare's
and-ulcc¡ ¡ctivity h¡¡ not bcen fuilv
dcfincd, smdies suggest rhet, wirh h-
rraccllular protein, i¡ forms an ulccr-
adhcrcnt complcx, th¡t cqucrs tJrc ulcc¡
s¡rc and proæcts it agaimt fu¡thcr at.
uck by acid. pcpsin.-aad bilc saks.
The m.cdic¡dos has ocgligiblc acid-
!¡cl¡[rallz¡og capaciry aud its an¡i"ulcc¡
effccrs canqot be atuibu¡cd ro ncuual-
izadon of gasuic acid.

In tr.o U.S. rnulticcntcr, placebo-
con¡¡ollcd sn¡diæ with endoscopic cval.
u¡tioo at 2 nð 4 vccks, sucrali¡tc wæ
morc cÉFccdvc- tban placebo in prornor.
ing complcæ heding, and statisdcally
significanrly bencr ar 4 wcelrs, In thj
first sody, ¡he ulccr hcaling ratc ¡r,{
wccks was 11.2 pcrcent fo¡iucralfarc
and 63.6 pcrccnr for placcbo. In thc
sccond sru_dy ¡hc 4-wàck ulccr bcaling
nrrc wr¡r p2 pcrccar fo¡ zucralface ¡nd
58 pcrceot for placebo.

Thc bcrrcr result in tbc seeond smdy
tryy Þg attdbuablc þ rhc dosxge
schedulc uscd. In the finr uial,iucnl.
farg was gívco 2 hours after..r.l, ;¡
at bedti.mc ¡atbc¡ rhan es norv rccom_
mc¡dcd, I hour beforc mcals and at
bcddme. The lrrer regimen was uscd
in sevcral forciga srudics and io the
second U.S. sn¡dv.

Thcrc a¡c oo khowo coot¡aindica-

stanccs of rcchallengc-confirrncd livc¡
iniury amoos thc firsr l-000 natient-<rsr 1,000 pacicntJ; rtJur/ emoûß

4,000 paricnr
¡¡carcd sin.r d¡ar rime, ooly Isohrcd

becn rcpottcd.
i¡utanccs of cnzyoc abnormalicies I
becn rcportcd. The world li¡cranre

abnormalícics havc

does nor jncludc any rcports of livcr in-

þ Rirígnts wírh coroìrary 
"tr.r¡rJ i;;: äJ

Çerdìol 1982:,{9:4 lì-d i8.çai¿¡al tggzt 49.1tl. Ginsbur¡ R, cr.l..Ginsbur¡ R, cr al,: Rrodonrizcd doublc.
úrd comp¿riron of nifcdipinc and í¡o¡otbidcblind compuíion of

<hrooic ¡r¿blc ¡r$inz. Àrt

bl¡nd comp¿riron -of nifcdipinc and í¡o¡otbidc
dtnrsÌ¡rc thcrep), ¡n v¿Îi3nr angist¡ pccroris drrc to
como¡ty.ncry sÞtm. Am Hcart.llgg2:

'ns ancl nifcdipioc, I¿ncct l98l; tlg4.l.
t l. B¿l¡ Sub¡imenian V, er ¡1,: Combincrt
:npy wirh vcnpamil rnd-propmnolol inthcnpy wirh vc¡aÞemil ¡nd propr.noloi-¡n

cl¡rooic ¡r¿blc znjinz. Àta J'Cøùlìol naz:

r,s

como¡ty,¡ncry spum. Am Hcart J lggzl
ß3:4Å-48.
. 6. Jariwdla ,{G, Ândc¡son EG: p¡oducdon of
*!:*i.-:":9i*¡:in by nifcdipioc. È;t t',Í;ìj

t i {a5r.func$on,

E(¡)çrru( carolæ p¡tn oy n(cdlplnc, Ent tv¿dJ
lt78;2:tl8l-¡¡82,

7. }lcinc_n¿ T. cr al.: Bcr¡, blockc¡ wirhd¡aw¡l
; k¡dncy luncrion, vcrapamil should be
; administcrcd ouly wíih Brc¡rr caurion.a(¡u¡Inlstcrcct Otìly Srrtf¡ Btc¡rt CAUtrOr

(Vcrepamil !s higlrly mcøbolizcd by
rbc Jivcr and 70 n.ir.n. of on oà^í,

o. 
^epson 

õn. yEnw¡nßtn ML: Nrtcdtbtac
end bct¡- blocladc aJ ¡ (¿usc of <¡¡diac f¡ilurc.
Bri¡ ùtedf tÐB2t 281:.to4,BrÌ¡ ùledJ lf82; 28.1:tO4,
. 9. Gillmcr ÐJ. K¿¡h P: Puln¡onerv cdcm¡ ur..

i¡¿.lfrål¿;!ípinc. ûrít ¡t,¿J í,)söt-'-' ' '

syndtorn-c. tot1c9! lltgi t ¡elroj-ró.8. Robson RH. Vishwrnäth MÇ: N;Nifctlininc

thc üvcr and 70 pciccnc of an admjni¡-

10. Bclz. 10. Bclz GG, ct ¡1.: Digorin plesma conccnuâ_
(ror¡3 encl n¡tcd¡pioc, uttìÒt lgglt 1i844.

ù iurysirnilar ro thc onc ireviously
cired.It

Paricnrc on verapamil should have
periodic live¡ funciion ¡csrs. Thc dn¡e: should bc stopped íf abno¡¡naljtics aie
sccn^ Physiciaos can hclp definc thc)e fregucnry and sevcrity oï rhis advcrsc. rcacrioo by rcporring-observcd cæcs
prompdy ro FDlt.. : . .In patients wirù irnpaircd tive¡ or

' I Disopyramidc should ûor be sivcn' wirhin 48 houa bcforc or 24 hiurs
.frer verapamil duc to thc combined

i tered dose is cxcic¡cd.r rn"r.Uoii* ,¡'ar dre urinc.)
, Vcrapamil ìncrcascs serum digo*ini lcvcls in parienæ on ch¡onic dig:oxin
i rhcrapy and rnust be uscd with cauúon

- in such patienc. Maintcn¿ncc disoxintd ' doccs shôuld bc reduced ¡nd ¡hc-oa-
| ftnr should be carcfully monitorcï to
i,6Þrd ovcr- or undcr.digializrrioo whed
¡nõrapamil is adr¡ínis¡ercd,

tior¡s-to rl¡c usc of sucralfe¡e. Advene
rcecdons in clínical uials involving
rno¡e rh¡n 2,400 paricns wüc rni-nor
and ooly rarcly lcd to thc discondnur.

complaint war èorutipatioa,
cion of .ihc drugr Thc -*in quini
cornplaint waç corudpetion. whîch n
rcponcd by 2.2negative inotropic effccfs of the two
tcporced Þy 2.2 lrrccnr of peticnç.
.Othcr advc¡sc effccts rcpotrid in no
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¡nore rhan I ofcvcry 350 paúcns wcrc
dja¡¡hca, neuscar gastric d'iscomfon, ia-
digestion. dry roouth, ruh, pnrrirus,
beck paìu, dizziosss, slcrpínès, end
vcnigo.

No loag.rerm sa¡dies h¿ve becn ca¡-
ricd out aod thcrc is no æcognized ¡ea-
soo fo¡ long-tcrm usc ofsuc¡alfare.
Specifically, it is not known whethcr
sucfalfate cau prsycot u.lce¡ rccurrcnce.
Loag-tcrn sn¡dies will bc ncedcd ro as-
scss ¡hc possibility ofadvc¡sc cffects
associ¿rcd with long-ter4 use, c.g., ef.
fects on absorptíoo of fat-solublc via.
¡ruf¡s.

Thc rccommcndcd adulc døagc is I
fou¡ cirnæ a day on an dï¡pry sømach,
Ân¡¡cid¡ rnay bc pæsc¡ihi ¡s ncedcd
for rclicfofpeio but should oot bc
t¿kcn within 30 miautcs bcforc or aftc¡
ad-minis uation of sucr¡lfaæ.

Vhile hcaling with sucntsatc may
occur during ¡he fi¡st week or uwo, 

-

rrcet¡Dcnt should bc contiaucd for 4 rc
8 wceh unles hcding hæ bcen con-
firmed by X-ray or endoccopy.

Ritodríne Update

Síncc thc approval of ritod¡i¡e
(Yutopar) for use in pæmrture labor
þee November 1980 andJuly t98l
Dwg Ballctins), FDÂ hâs bccn moni.
toring sevcrel arcas of conccrg ahout
the drug's known ca¡diovascular effects.
In light of a number of advc¡sc reac-
tioo rcpors, the lebcling of ritodrioc
has becn updatcd to warn abour¡
o thc nccd to s¡onitor thc paticnt's
srate of hydration¡
r thc possibility of pulmonary cde-,
with or without tl¡c concomiant use of
cordcosrcroids, rnany c¡ses of which
scìcm to be rcl¡tcd to ovcrhy<lntion:
o the possibte unmasking ôf occuli
cerdiac diseasc. rhc first sþn of whrth
may bc chc6r peis"

- Ritodri¡¡e, a bcrq.syrnpethomi¡netic
drug, rnay bc useful in prctcrm labor
in preguncics of rr lc¡sr 20 wccJ<s
gcsarion when contrai¡dicatioru h¿vc
becn rulcd out.

Howcvcr, ia pregoancio of rnore
th¡¡ 32 wecb, physiciens should ca¡c-

4

fully wcigh.thc dsks and bcnefia
bcforc ¿dminisæring thc dn:g.

Vhcn gcsrariooal age is in doubt,
intreurcrioe growth rc¡ardation should
bc considercd io the diffc¡cntial
ü"go*q 9f prc-tern labor. Àmong low
binh wcight infans, abou¡ 9 pcrcãnt
may bc growrh rçarded for gcstarional
age. Proloog'aúoo of labor beyond tcr¡n
wíll nor corrcc¡ lhc growdr rcrardaúon
of ¡hcsc babics.

Initial ¿dmínismtion of ¡itod¡ine is
ioûavcnous. To minimize thc riçk of
hypotcnsioo, thc parieot should be
maintaincd in the lefr laænl positioo
during inñ¡sion and ca¡cful atrcodon
should bc givcn to hcr srare of hydn-
tioo. The arnouor of i.v. fluids admin.
istetcd should be monitorcd to avoid
cither cirn¡latory fluid overload (over.
hydradoo) or inadcguatc hydradon. rln
scæs sodium load should be avoidcd in
hydnting tùc paticnt.¡

The boxed wamiog for riodrinc has
becn amended to tead:

Matcrnd pulmonary cdc¡na has
beco rcponed in paticnts treated
with Yutopar. sometirtres after de.
livcry. !/hile occuring Ínfrcgucntly,
ir has occurrcd mo¡c ofrcn when oa-
ticnts wcrc ucatcd concomicanrly'
with conicosrcroids. Ma¡ernal dåth
from ¡his conditioo Ì¡as bcco rc-
portcd wirJr or without corrico-
srcroids given concornita'dy with
dnrç of thi¡ class,

Padcns so ucarcd rnust bc cløclv
moni¡orcd in rhe hospitzl. Thc pa-'
úcnf¡ sr¿rc of hydraúon shoddbc
*ryfrlly rnonitorcd. (Sce Dosrgc
and rldminisuarion.) If pulmonary
cderne dcvclops durìng ¿dminisua-
tion. thc dnrg should bc discon-
tinued. Edeo¿ should be managcd
by convcntional means.

Eccausg cerdiovrscu l¡r resporucs
Ítc comrnon and morc pronounccd
during intraveoous sdrninisrrarion of
Yutopar, ca¡diovæcular effcccs, in-
cluding rnate¡nal pulsc nte and
blood pressurc ¿ad fcal heart rate,

shoutd bc closely oooirored. Ob-
scrvc for prcmonitory or acn¡al m¿-
teroal sigas and symptorns of pul.
m9n¿rl' gi.ma. .r\ pcnisænr high
tachycardia (ovcr 140 bcas pcr
gunu.rc) and I or pcæistenr úchypnca
(respiratory r¿rr- ovcÍ 20 pcr minuic)
rnay bc signs of impcnding pulrno
nrry cdcma with drugs of thi¡ cl¡ss.

Occul¡ cardi¿c discasc may be un.
rnaskcd wirÌ¡ che usc of Yu¡op¡r. lf
thc -paticnt cornplaios of chcsl pain
or tighurcæ of chcsr, rhc drug 

-

shoutd bc rernporarily disconiinued
aod as ECG should bc donc a5 soor¡
as possiblc.

Thc dnrg should not bc admiais-
tcrcd ¡o patieoa with mild ro ¡nod-
erace prcectampsia, hyperæosioo, or
diabctes unless the attcnding physi'
cian considc¡s rlut thc bcncñs '
cleady ourweigh chc risks.

Refcrcacc:

.-,1: fhilÞ.t"q ¡, cr al.: Putmonary cdcma
touowrng ¡todrinc.s¿linc ir¡fusion rn or¡
rnaürc labor. Ob Qn tggtl tSßlr it1.7,

Use of Approved Drugs
for Unlabeled Indicatiéns

Thc.appropriarencss or thc lcgality of
prc5tlbr¡g approvcd drugs for uscs äot
iocludcd n¡ thiir ofûcid labctiog h
so¡nctimcs â causc of conccrn anã con.
frrsion amoag pncriti onen.

Undc¡ drc Fcdc¡al Food, Dnrg, and
Cosmccic (lD&C) r{ct, a dnrg aþprovcd
lor me¡ket¡ng rnay bc labelcd, p¡o
notcd, and ¡dvcniscd by thc ¡ñanufac.
urcr only for thøc uscs ?or whìch rhe
dog's safcry and effecdvcnes have
been esablished and which FDrl has
apptoved. Thcsc are commonty referre'
to rs "approved uses." Thh ¡ricans I

that adequate and wcll.conuollcd
clinical uials have documentcd these
uscs, and rhc rcsulc ofthc riels have
been reviewcd and appróvcd by
FDÁ.
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I , ,. ffc,fOac ^¿{cr.does nor. ho*cvcr,

^ I ; lrm¡¡ ürc mlrnncr in whjch a physicìanir f ! rrury.usc.âa lpprovcd dnrg. Onic a

I i producr,nas been approved for ma¡kct-
i i rDß, a prysrcran rnel prescribe ic for
I ¡ uscs or tn üe;tuneor rcgirncns or oa.,.." I i trcnt popularioru. that a¡e nor inciudcdt.) I j in approved labcling. Su.¡ ; u"uî]"). I i proycd" or, more preciscly, ,.unla.

:. I ; _bcled" 
uses q.y É.ppijrj.¡rä'"ia *.

?: I , üona¡.¡n-çcnâin ci¡curnSunces. and
: I ' Tlyj-,n fact,,rcflccc approachcs ro drugn I rhcr¿py. chat havc becn cxtcruivclv ¡e.
. | , poftcd in rncdicd literecure^

l_ I , Thc tc¡ar .'rl*pp.;;'irrr,,i,, 
,o ;,t I , :-::,':- 

cr:cn¡. mislcadiog. tr includcs e (
I ver¡cry,ot srruado¡u ranging fto¡u r¡n.I I , suclicd to rhoroughtf ,.år.iri"ä'.ii, t

I I i uses. \/lid,n;;;ä'r;il,;:ï:"it* ;
i. , 

f_E:1.markcr,yg oftcn.fimt-dis.ou..ld ;,. i Ji5:.f!{ndinitous observarjo¡s aod s(¡ _?repeuuc ¡nnovations, subsegucutly w" cô¡¡fì¡n¡cd by well-plann.d ;il-cil:'t
cured cl¡njcal invesrigatlons- Before anr , such advances,¿n u."*ããJ ;;;;"p. sn
_q::1.9 

labcllns, .ho,*."...,-ãoi. ilr.:;. ofuaung rhe cffecrivcness of" n"* ur" o,regirnin rnust bc gU.i.,.J úï ,hä"' "' f:
n¡anufäcru¡c¡ ro FD.{ fo..urlú"uã" ü:
If..i; ry*y mhc ri¡¡e ñ, ;iil;;;h; n l¡n¡uauvc of thc drug manufacturcr ;-;. whcxc ¡rroducr is iníohcá. ä;;';r". or ]rxcr¡¡. Iior that reason, acccpr.å m"J.; icat practice or,"n iniiiä.r'fi; ilï' ars
rl¡ar is ¡rot ¡cflccred i" 

"p;.;;;ã d*g :f,:': Iabclino.

^{ TØj¡Jï¡espccr co ics ¡olc in mcdical yqDt ' precticc, th. o""k !i i;;;'i"f;ä". ;:.:. riooal.o¡ly. FbA rr¡es to æsurc rhat' 
¡rlcripcion drug info¡mulon-in tñi Effi,

, Rffiag,. rnscrt accr¡mrely and fr¡.lly ¡c. Ir
. r¡ccrs chc daa on safery and cffcãrivc- peß,ed Dess on which drug approval js bascd. 1o a

c- mun
prot(

Hepatitis B Vaccine for How

I Yr. in Selãctea Þãj,rf",ioo, ;?3iI ã3. for ar

f.4trt-^r.:l.1i1a¡cct hcpedris B vaccine ñã;;' I'frepca¡*B) hrs becn liccnscd for,ur" las-r fr, ll,.b. Unítcd.Starcs. r, i* i;;;;j¡.åii;; a boo
l!l9qr.o.populacions at high risk of ac_ im¡nu

, ¡urlne jrepa¡i¡is B,.o¡c oi *,rec k;;;" Sid¡
| ,torms of vinl hcpadds. ffh. oÁem l" mirJ

hcpacitil A aod non_Á non.B hcpati-o tis.)

- The vaccine is che fint to be madc¡ from humao blood. Noai*ei,i"*ä,i-
gcn is purificd f¡oru rhc phr;;; 

*-
. ar),rnpromatic hurnan cari¡crs r¡f hcpa_I tids B. 4ftcr a scrjcs 

"i.lr..¡..1'"ã*mco6, followed by the addjrion of 
--

a¡u-m adju nc, tùc vr¡cine is admin-¡. 6têfcd in rh¡ec jnu¿rnuscula¡ iniecdoos
ovcr a 6.rnonrh pc¡iod.

¡ Vaccioadoa is-oor inrcnded for chc
geaeral populaúon, bur is recorn. 

---
mend.cd f9r pcaons olde¡ rhan 3
qgnÈùs of agc who a¡c ar incrcaled riskof hcpaticþ É virus ;of..uon.'iïoi "'^
peßoos will include health carã
worlccrs,. jnsdru donaüzcd p"ii.ìr.r.
ra Þoferory wo¡kc¡s, hemod i;r f ysis suff
and peticnLr, family conracuirf ca¡riers.
so.Tc mr¡tafy pcrsonnel, and pcnons
w¡tå Durnerous scxual paftncrs,

lJìerc conrrñues to bc a dia.logue
em9o-g govcrnrncnr agcncies, inãustrv-
encl. tl¡e medical comr¡1¡¡¡i¡y about uic ;

ot tlre vaccine in sclccrcd high.risk I
groups,. Thc ltdvisory Conlrñin.e on
h¡nu_nization p¡zccices (,{CIp) of the .¿

U.S. _Ccatc¡s for Discæe'Conríol 
- --- 

a
(CPC), wich assisancc f.oo¡ ¡.o..r.r,. Fqql*..f FD^, rhe Nado¡at rÃ,i;;* p
of Hcaltà, and rhe rncdical cofnmu_ fi
airy. 

_bas mct seve¡al tirnes ro dircus, s(
specifi-cally which popular¡orr proui, b
tlgPd ¡eccive this vaccinc. fñ'c ¿ðlp ir
will 'nsct oÃce ¡nore in u"y oi,fur*y.",
to d¡aft final guidelines for usc of tÉ¡s slvacc¡le. wi

Efficacy lei

In clinical t¡ials, g) ro 96 Þercenr of T
p^eßoÀs recciviog rluee doses'of eithc¡ :,]:ztt mg ot 

-40 mg of vaccioe wcre im. .o.l

munc to i¡fccrion. Thc duradon of
r_rotcction is prcseatly unloo*". -- It
{owcycr, io cünicd nials, v¿ccine- il".

Availabiliry

Ë¡rri,'#.',1:irfÏfÏltr;J
i[tr3i::J;nni'"'n1f '*f#t
åri":iåTooly c orupteæ pr,yr-¡."- I 

"'-

ldvjcs q¡.I.imiting
Intake of Bonemea]

rne
tlr ll5€
,lfo.
,f ac-
:nown
rs â¡c

,* ano petlcnLr, family conracu trf caru so.tDc mr¡tafy pcrsonnel, and ocno,
rv¡tå ourDerous scxual paftncrs',

Therc contiouc to bì 
" 

ãi.logu.
em9o-g govcrnrncnr agcncies, inãust
ànd ü¡e medical comr¡1¡¡¡i¡y about It. of tJre vaccinc in sclccrccl iiigh.rirkr groups,.Thcltdvisory Conrrfiineã-àr
h¡nunization p¡zccices (,{CIp) of t}
U.S. _Ccatc¡s for Discæe'Conrot- -
(CPC), wich assisanc. f.o, i.o..r.,
qql.'9{FD^, rhe Nado¡at rÃ-,i;;
ot hlcaltb, and rhe rncdical cornmu_
airyl _h ¡oer several ti.o ,å-JL.u"
specifi-cally which popular¡orr proui,
rlgpd ¡eccive this vaccinc. fñ'c ¿ðll
witl nect oÃce ¡nore in u"y oi,fur*y,
ro d¡aft final guidelines tor usc of thj
vacc¡I¡e.

Efficacy
In clinical t¡ials, g) ro 96 Þercenr o

p^eßoÀs recciviog rfuee doses'of eithcizv mg ot 
-40 mg of vaccioe wcre im.munc to i¡fccrion. Thc duradon of

p_rotcction is prcseatly unloo*n. --
ftowcycr, io cünicd r¡ials, v¿ccine-
tnduccd endl¡odics, shorvn to providc
plorccr¡on agaírut infecdon, pêrsisred
ror at.least 24 mondu ìn thoic ¡cceiv.
rug all rårcc dcxes and will probablv

l^lt l"f at trur.J yeers. Àftcì this ri'me,å ôoo$er rnay bc ncccssa¡y ro rnainain
rm,nulury.

_,fjd",4..o havc beeo nrainly tocal,
mlJd, end traosirory.

D1c t9 rJre unJcnowa bur ofreo sub-isk stancial.icad conrcnr 
"f 

i;il"idä;;.
ptes or bonemed aad do,lorni¡e. FDr{
advises practirioners,h;;,lä;"1"
st.¿¡ccs.should be uscd. tinl. Iî*ri.
-blc 

ia jofane, you"&.hi.tdr;;: ;ã"-''s, prcgnanr or lacaring women.

^,..oj11Tg.t 
is.uscd. primadly as cal.c¡um ¿nd /or ohosnhs¡¡5 supplemena.

Bo¡¡enrcal sup'pledcnr arc usuallv
coorposed of fincly crushcd, procåsc.l

_::1. "y arc pnckaged in poïdcr, cro-su¡c, tablet, or wafcr form. The sou..l
:l o?n. rs usually carde l¡u¡ ,ornet¡Ác,aro norses. Bonc mar¡ov rnay also bc 

-

addcd ro rhis producr 
^nil Uãnci:"^j"

åli :ffi 

"t'm 

i5ål.ilri':Htrlî
from ¡vbich rhc bone ¡. r"e.;. il;^*'scncs es? reposirory for lcad io thc
i:ll î"d, in gcneml, rhe oldc¡ the an-r*l p" rnorc lcad in its boncs.

..,-:..:oT,r.,,l a nrj¡c¡al deposir. coo-

i:i:"*1ïii;f; ;î:få:."f, fi :?,ïåîiead. Doloruírc is uscd 
^¡ 

* ..l.iu* 
"i,ãmagncsiurn. supplemcnt _¿, f¡t. Ë*e.rncat,, may.be purchascd io óo*àä-"'

caP-lllt9., trblcr, of wafer forir.
Vhilc a largc poniou of the sm¿llamou¡rrs.ot dicary lcad íncesred bvnurnans s cxc¡c¡cd, ,oare i-s dcnosiicd

rn rnc rn¡nclal fab¡ic of l¡onc .n,l ,oni.goes.¡oto sott tiæue. Infans and
cnud¡ca, teod to.abso¡b lead uo¡e cffì.crenuy üutr¡ aduls, Whcn it is con-

::.-T_.: 
,u exccs, lcad may producc

:ii,iJi""tr il.li*^1 ::åTffi :,.
!i1if ii i fi li *;#f ' J,jf. i:iåäï;vrth agc, âdditionatly, studics *¡r¡--
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Food

Rock'

O(lici
Penal

FDA Surveys

P¿ l¡" undcn¿Jcea limircd suÌvevs
ro rrcnüfy thc cxtcnt of lead cooumi-
nauo¡ of bonerncal aod to deæ¡¡nine
whcrhe¡ the ptoblcm ir-¡j-i;;ü;;:
dustry-widc.

^ One survcy by ED.rt,s Divjsioo of
uonsu¡ncr Studics of *pprorìmatcly
3,000 pcrsons, 16 ycan õfegÊ rnd
older, dcrc¡mincd rhar abou-t I Þcrccnror tnc population survcyed consi¡mcd
oooc¡ncal æ e calcium sourcc. Morcthan 90-perccnt of thc ñãi"iil"î';o"-
sumrng_boncmc¡I vcrc wolleo, ,o
¡ean ofagc or oldcr. thc ovritab¡c jo-

::,l3ii?" suggcsts.rhat tåc avcragc in.
reke- ol bonemeal does not usualli o<_cced l0 g/dey.

No ¡clíablc info¡metioa is available
on tnc usc of bonemeal as a calcium
sourcc foryoung children or infantr
nowcvcr, rr ís possiblc thet bone¡¡eal
nas.þccr¡ usc4 as r calciu¡n suÞplcmintror¡ffane who have an inrolcrincc foifn¡lk.

*.ltlthougb lcveJs a¡e wually lowcr,
FD¡{, scieotiss bavc found ,.ír" rä.ptcs of boncmcal conaiojuÂ tead atconccnr¡zrions as high æ rito zõî.ra

Ëi:tr#iåJ'f#¿^iîiH:,J,*',*rq.sop! samples of dolomiæ.

*^r_r^: 
known tfa¡ the coruunption of

ff ?:äåt :iåiî,i* t1 J,'åii lrãrcac lntekcs thet clearly cxcccd thcFDå. rccomm"ndcd toícrab'Ë ;r;;.
ïnal d.aüy in.rte- from all sources. Forrnc rnfeor, lead inøkc should bc ¿s lãw
as possible and lcss thsn l0O rni.ro. 

-"
grams/day,-and fo¡ ctríld¡cn U"J.l" e¡nonrls.a¡d 2 ycars th. ini.tc oäiä"
snoutd. bc no Elore rhan lJo lcicro,gnms/day.

Teciat Rirt
. ,lndividuals rr spccial risl of lcad tor-¡c¡ry,tfom tbc consumpdoa of bonc-
1:1t or dolornírc includc infaors, ch¡|.orenr wo¡nco of childbce¡ing agc, md
6

, Ár *;ls. d{uscd in thc Manh l98t
Tuc. oj thl -pye Búl¿títt, the ¡cvhcd
pnystcran labcliog for Bcqdectin cru-
¡t1s p¡fsiciaru tha¡ thc drug should
Þc usrd on-ly whcn morc conseryadvc
t(eatmco! for nausca aod vonitios ;ipregnency hæ failed and when syÍuf
::l:Ï T: sufiìcicntly.disüessrng ro re-qu¡rc drug jntcrvcncion.

adult voluntcca h¿vc shonn that over a
lp"{ ur.ncr t}¡e ¡ccumuladoa of lcad io
Fe,Þo¿y is proponional to rhe lcvel ofrnreke.

posíbly rhe elderly. Otl¡c¡s who insest
Þone¡¡s¿t at tåc ¡cconmcndcd dos-
(usually nor ¡norc rhan t to lO çramsl
pcrs,on/day)--w-ould r¡o¡ ordí""r,.i i*- 

'

lcd cfrc V/HO/FÁO gVortd Há¿*
urgeruzatioø I Food a¡d á.griculnrrc Or-
gaobatìon) guidcline for a-toler¿ble 

--
daily adult int¿kc of430 rnicrograrns of
lead. Howcver, individuals who'.ã* 

--
sumc rnore- then rwo to t¡¡ce drncs rhc
¡ccommcnded dosc would be at e¡c"r..ri¡k.if rhc lead contenr of rlr. Utñ"Àäl
is high.

subsancc ta.lcen by prcgnarir wo¡ne¡,
croes oor causc binh defecs oo râ.r€ oc.

ËlÌËå:liHïï:;,ï,ffi,î
glt"C p¡:gnancy unlcss ir is clcrdy
ncccssaty. "

. Prcgr"¡t¡ or lacradng qrgmçn tol¿i¡p
bone¡¡ûeal o¡ dolomirc m mcct in-
cr.case! calcium needs may havc suftì_
cicnr incrcæcd lcad intakó 

""ã;;;;;-Too.ro prcscot a hcalth haza¡d ¡o thË
d:yctoprng fen¡s, via placeoal rra¡sfer
ot leed, or to tj¡c nursing infant from
its mothcr's milk.

'Bendectin PpI
Available

.^l,lr.r¡.n, packagé irucn (ppl) for
Dcndcctro, 

.an antiernetic combinadon
or aorylamiae and yiramio & uscd inprcgnancy, has bcen isucd b| .h;- 

---

manufacrurcr, Mcr¡cll Dow
Pl¡ar¡naccuricab.

' Class I Recalls i
. rts.a special scryìcc to hcalth orofes. i

sroneß, rhe Drxg Ballctit is putt¡ñnn Ilnrormauon on ¡ccent Cl¿ss l-re.rlls. " i¡ne folloìv¡ng proclucr lnyc bcen i-
wrrhdrewn voluaurily jn fir¡r¡.inídate I JClass.I ¡ccalls bccausò rhcy Þosc s.riãu. I -hcelth hazardsi -' rvY- w!"vsù 

J

Iofent Forsrur¡ I
Nursoy Conccnuared Liquid, I3.our¡cc I

[ef*ntri+i{ii,Ëät4- I

åHJ'åffi tuïfl 
, üifhj'::äþ",, i

;."åftI"åi;.fff; ff¡":i """*d tá *. I

de¡e: March r, lgg2. . 
accmcnt' icc¡Jl 

I

, SY3_ pTd.r and tíquid wirh codc num. I

fig*iffiiåffi/
t¿Þ¡ütt to conrulsio¡¡s. Cuai-i" i.-,^" t
n¡med to ¡hc ¡crejlcr for *fuil;;: ¡p¡accrncnr. Rccall darc: Ma..ch tz, r9g2. 

¡

Defibrllt¡tor I

,J51ff:iili,'î;å1,"ïfi3.s,ea,rl74, i

f;iix*î*iffii'í#,iljffiff f 
*

ii$,f;"1i:;fflt*r 
y,Íi x.l:,Ìï;. 

I
I

Pads of che ppls arc bcing disuíb_
uted ¡o- ¡cail phrrmacics ;?;ir;;í-
crar¡s who arc high prcscibcrs àf,theqrug, and a¡e availablc ro otl¡e¡ hcalth
profcssionals from rhc 

^-rf".ror.i. 
-'

upon rcqucsr.

rüfi'fl ,:fitri$#f '.:î"tt?:"
tnc n¡anufaautcr.

.In its su¡nmary section, thc ppl o<_plairu: "Bcndcciin is *.i io o".. t.
lauts& and vomidng drz¡ rnay occu¡
duríng rhe fi¡ss fewîcck;a;;;- '
nancy. You should akc rhis áruí onlvn nausce and vomiting interfe¡eîirh,
your earing or deily activirics and if
3I:r rrsz.rrncns. prcscribcd by your
c¡octor do nor relievc your symDtofirs-
l nqrê olhcr trcatrncn¡s includi cadns
soda c¡¡cke¡s or d¡y roæt, or drinkini
.l:r,:t-:1d tiquids'as soon aj you wakcuq.lj. rr,. r-norníng,

r ncrc ¡s no wey ¡o ptovc that any
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PRBT.aCB

An Evidence.based Foundation for Safe and Ef'
feglys ryuglhqraPY

The mission of AHFS Drug lnformationø is lo provide an evidence-based

foundation for safe and effec¡ive drug ùerapy. Wiaeiy trusted for its established

rccord in refuting unfountled efficacy claims, its rigorous science-based edi-

torial process, anà its indepcndence from the influcnce ofpharmaceutical man-

ufacrurcrs, AHFS Drug ltrfornnrionØ has retnained true to ils mission for al-

most 50 yea¡s.

With- the 2004 edition, the Anerican .Hospiral Formulary Sen'ice6

( HFS*) ma¡ks the 46th year of continuous.publication by.the American So-

i'¡¿r-r oi llc:rl¡h-S¡-stcm Pitanlzcis¡s (A.SÌJP). iìirsr pubìishcrj.io l9-59' thc f'r:¡r-

rt:t,it:r1 Sr¡t'ice'" hes evolved to adtirtrss incrcssrn.rly contplex issucs rtli¡tcrl

tl <in1g then¡¡' and fonrtuhl' nìânrgcr¡ìenl. Over the -r'ears. it lt:ts bcco thc

t.*po'ìiiu.t.i* uf 1l¡¡' j'¿¡¡¡¡¡¡þr¡: '1rn'tctl¡n ¡p cltan$in¡; <irug inlbnrurtit¡¡¡ necds

rhai l¡es nllorvc¡l ir to nluinirin n placc ol Ino|lì:n!'ocÙ itnron;: tltc world's dntg

infr'irnr¡ ittlt rús(tul dcs.

!\!!1:S ïtn8 litßrnt¿zu,rn ii)iJõ is â l()l¡cclion 0f tJrttg nrtrnognr¡hs ke¡tt

eririùlt b)' pcrìotl!,: uprJaros r.t:.g.. All/:.!./nsrRf,lcrtst:s'"' \letlW¡tcL noticcs'

!rir¡r:/A'.,rvs.8Ìrís<!rugirt'fonl:atíûn.cr:ni) anð by a rt'visctl ¡n¡.slcl vcrlu¡ni' issr¡etl

*.ìli.u",o. ,-lliFS Dìug lnJluz.*ttiot:.lrlllí+ is prvp.'cd l'ortlrc ¡'ur¡osc r:rf.tlis'

scntíríailng compr+hi:nsivi., cvalutitvc drug irrfor'nration lt' tltc cnti¡c nredical

and pararnedicai communily. 
'The AHFS'i was lìrst published i¡ 1959 as an

adapiarion [rom the Hospital Fornulary of Selected Drugs.by Don E Francke'

,AH¡S had it$ roots in $e hospial for¡ulary system, which rvas intended-.to

csiabìish rhe soulicl rlirrupcu¡ìc ènd ecrxlo¡:ric b:rsis for drug pÛlicy.ol.iginally,

tl'te Fornularl-.lr¡¡'ir:e" ¡'35 ùilttditcttÌd litrou5lli tltt: Ctrrtttnitlcr: of Pharmacy

sncl Ph¡rrn¡rc,crtríc:lrls <¡í tl¡t' Âtngtictin Sociê(y of Hospital {ntlrv Health-Systgll¡)

l:'lxr¡l¿,:i¡is to 'rssist r!ì(r thâilfracy anrl [he¡tpr:ttt!cs cr.lmrnitrccr of cach hos¡ritul

in f,.¡r,utu3 iis hospir::l ibnrrulary' Sincc th,¡¡¡. ,lf/I'5 Orr'.q lt¡;:trntatiaÊ'has
oìcv.:lóperi ìx1trn,i irs. origirrlrl purposc to 6ccomc tlt¿ .¡r¡t;st cùr)r'th!'nsl*c'
:,.ufìrr)rilriivc iourc.: uf cviiu¡tivc, eviclencc-l¡llsc:d drrrg !nibnrratiort ¡rvrilairiu'

ParanjOr:nt iQ pioviCing sucl¡ infcrrnlatitu¡ iS ¡lre r.¡'itic¿I. Evidenc¿-i'¿sed cv:tl^

'ari.n 
.f peni;rcnl cJi¡iical rl:rra ionoeming dnrg-s. u'ittr 'r Jor:'¿s <rn ¡uscssir¡{

riroroughþl the :rdvrntagcs and tlisadvant:gcs cí v:¡rious ihcrcpics. rncluding

irucrprãtation of varjous cl:rirus of tltg cí1ìcacy'

Ë (lr¡n¡ourativL', Unbiîsed, lìr'¡rl¡lntive f)rrrg Infirrmtlion
ril/,ii Drr.q !t:J<trnntìuf is 3 rr'.stcd and ¡roven sgulcc oí comp$râtive'

u:rìr:ar¿tj. ¿ard ìr,itienc¿-ir¡sctl rirug infrr:'rrrati<.n r:rrntainin¡ì a.rnonograph on

vinir;rlly etcl¡' nìûicculff Jrug .rnlit,v ¡lvrilabìc irr rhc U-S' I)nrg ntoliographs

,,r.r p,"iru..t lìy l prufcssitrrail<iirori¿t :rtt4 anail'úiitl staíl, who uriticaìly ev'al-

u,,,a 
'utrt¡*n.C 

etì,t.n.e on tltc drug''tlte nronogra¡rlts incor'or'atc dtc cxpcrt

,Jui.. ,rf tca,ii'g ¡¡x:tiicrl scicntists, p¡ysiciatr, phaonacist-s' oiiarmacoìogist's'

t.,O nU,.r.1¡nir:iiiìs 3nd p6f!.ssionally qualilìtd inrii'iilualsl tlìcrc ctrnr'nllt'¡uù

Ãirro.r!¡n¡,¡clv i¡lJ expen rcvi(.*crs. [evier.,c¡s prrtv!<lc a li¡ll disclOsur¿ of

iår'c¡.csr. incttí.iin.g nny; afliliaiion u'ith trr 6nanci¡¡ i¡tvo.lvemcnt it¡ lits ;¡ro¡ru'

ial¡urcr nt' rhe d;¡À{i) u¡ld('r considcrslioli in n givcn rcvicrv ns rv¿ll as for

*iiti"ii,;t:. rrroducis. AftF*\ Drug lr,finuttionù n:onogre¡rhs :rù rcri!'\çèd b)'

--i "onruti-tt 
in the speciñc deld of therapy underconsidera[ion' including

.rp"'* ir", major research and clinical i¡stitutions as well as public_bodies

roäfr * ,¡r" Narional lnslitutes of Hea'lth (MH) a¡¡d US Centers for Disease

ô-onoã *¿ Br"uenrion (cDC) and professional associations wirh therapeutic

"urr,o.ity. 
ll i, rrris preparation by a profgssion¿l staff and the exhausti-ve revierv

fio""r"inut mate ¿¡tfS Dru[ InJornationS monographs unbiascd and au-

thoritative."-'Ûä;; 
independent, evidence-based, evaluative process, AHFS Drug In'

¡iun,iti,íru iu.-,nc,gt.t^. incorporate rnforntrt¡ott f'otn Penínenl references in

i¡. iii"r.,rr" luril i:x¡;.:u ùerapcutic guidrlines' Thc rnonographs also address

rh; l;b"ì;f r,¡pr<"'ô,i by rhe FDA, in s('rtrÈ clses cl:3lL'ilgi¡)g outdated and

Itinicalty inet"uant information. AHFS Drug lnfornøtion@ monogrãphs con'

t¡uu to'in.tu¿" infom¡a¡ion on uses, dosages, aûd roules and/or methods of

o¿Ãi6rru¡on rhâr may nor bc included in ¡he FDA:approvod ¡abeling for the

a^J lltfr-ruuarunlabólcd. uses"). (See Uses þ the Uscrs Guide, p' xrr')"A

rypñi 
^onogtãpt 

on 
" 

n"tu drug incorporates information.from several hun-

,ilJ¡.urrris'l.i ,cf"r",,..t. and sol¡e gcncral ';liticntcnts a-nti individual mono-

!r"¡t,'s in.otltrtul4 itlfotÍlðtiôn frtrn¡ sr'vt:taj tl¡ouslrnC rcfcrcnces' The cunent

ã,,,j"lror. i¡i:iurtes it¡,000 uniqucl¡, citcrj rcferuncct li^Ictì to 500,000 .st¿te-

irì.ì"".-i.o"*urf'-r¡ousárds ol'¿xltliii,¡rlel rcíercnccs [rorn lhe .4flFSo a¡chives

orovidc supDon for ntonographs on drugs introduced into the ÚS mÙket prior

i" jéga -I¡i', ,t i, point-U!-pài"r analysis ¿¡rd evatuation of the litera.re ¡hat

*rLa ¡¡fS Drug' t nþrnaîiono monographs comprehensive' evaluative' and

considerably beyònd the FDA-approvcd labeling in their scope'

r Widely Used in Print.and Electronic Formats
- Àúiîb*g ntftrrntiottø is widely used as a iource of complete dnrg

i"f",rt,L" t y"p¡y.si"ia¡¡s, pharmacists, dcntists' nurses, ancl other hcalth-c¿re

pr\lfcssionris anrl l>¡'scluxrls ttf phanntui. nursing, ond n¡cCicir¡c and ¡s ¡r'a¡.!'

r¿blc in a vurict.y of forrn¡ts itrr:luclinf cl(ìdl.r(xrir: 1tl g.. {!lFSr4rrrWliLi''
I ,.1¡/¡5'â it¡r PDAs. ASIIP¿cc*ss*, S'l A'l'!iìel'. .Ðrrrg ltrlirnriatton Ftril-lc¡:t'

lDlF*j) and plilt. ln hnspitals, cxlcndcC-cl¡re iì¡cilìtics. ntttsiii'¡ hurnr:r:. i:r:alth

nrai¡rtcnancc (¡rgunizatirrrts, ¡nt) oll¡er ÒlÈanizc¡J l¡c¿iltl¡'ca,-u s¿tti$gs. "liJl:l
Drug lr4forntutirtr:.r as print rr¡tl/or clcctionic tl;tlitbasc¡ rs rcccssiblt in pltislt'
(:Arc Arcírs for reatìy us!ì b)'physìciâns. nurscs. DhiuÌnldisls. lnd oülcr hc:rltl¡'

c:rrcprofcssion.rls..'l/l/'TDrrt3 lrtlo,nt¿titure alstr jsusc'cl ìnpii;rnnuc,r ncactìr'c'

(c.g.. contmunit¡,¡:lteunacicst and other p:trfcssion:rl Prrcticc sctlirigs .ilì(i i)
available in most médical libraries.

Putriug "Furnutlaq)' Rock inlÒ 
^/;i'SASllf'. in ¡ranttcrship u itlt cf'ocrates, rcccntl¡' ilth oduccd an clccllolìt(' lì('\-

pital fonnuhry hostiltg scrvicc- -cPoittttcs R.r O¡rlirrc"' i- .AllFS Dl'r'-'an
imponant rt'sou¡cc fo¡ nrcclical, pltamracy' and nursing ¡trâl'f Tiìiri formuhry-

hoiting seníce integrrtcs inpaticnt formt¡l1{ry info¡n¡ation with ePtx¡etcs llx'ì
antl Ål't ltS Ðru1,1 l¡tfÐ,'ilvtior$' Èl;trical rlnrg mr.ìnl)grîph:i. i{ospital phnrnlrcists.

physiciarrs. antl steff rvill l¡e rl¡lc to ¿cc!'ss llltrir hos^pit¡l f'<lrmr¡i:l¡r inf.rnna¡icrll

ôn Í hnndhcltl (PD.qì or tic,*ktup computuL, Fonnular,'i rnarìîeeN rvill tÊ ¡t¡ic

ro ulxiatc lhcir ¡ì)ñrtulûly altd clinic¡l infontlal¡rlrt easily anrl frcqtrcnt.l¡ using

a sirnplc loa<lirtg tonl. 'file AIIF.T D t'ug I ttJornntirtr:P'daloiri¡sc rçill t'¡ rr':Iìiable

on dcsktops tln'ougltottt tlìc ir¡siiturion. via this ncw pni(lucl.
'l'lris hospilal iorntulír.r hi!-stilì8 setrice rvill i¡¡lprove p3.lr'.lll csr,j i¡tld s¿f¿lv.

nr:rnagc risilrg drttg i:ntl ¿dn¡inistrativc costs hy incrcasin¡ tlteroprtrtic substr-

tution ¿n<l f<rnnulery ccrt¡pliance, climinatc lhc nced ibr quickll' otttil¡tcri
printerl institutionll lblrrruhrics, r!'ouiP¿ úlnlr)st ¡to ['l'rùsources. lncrt:¿sir sai

islítrti,:rr: lnron-q clintciens, anrl suppo¡'i ICAHO Lontpliirrrir:. litnht:rmtire. siili!'

ndoption rvill br: '¡ h¡<'czç sincr: 3:10.0110 crf them elrertly ltsc cPodretûs' ot¡ì'

pa¡i¡nt foml¡tlârr strvic!'---th(ì most rvìdely uscd PDÂ dnrg init'nnatìor. Wh¡'
'l,,rr.e 

yt,,rr stc{l t¡ lt'am s diftirc:lt. tlnfîtllilin¡ úl!'clronic fonnrrlarl" scrric.'.
rrìrcn ihçl' aire;rriy irtc trnr!ljer q'ith e['.xt'.t!::t. rclying on ir t¡s $r! ittdi\ix{rsiili(

¡r:xr crf ilrui: tlity.irì.d:ly Pmci¡cei)

I Highl-r' Rccognized Åuthorit¡'
,V'1!;'S Drug, !t{orrnt:tìon't ís supportcd solcly throtrgh subscriptions 

"t'ry'l:'\
Drng Infonun-iatre h¡s þ:i:¡r t¡flìcially adopted b¡' the LrS-Putrl¡c llealth Scn'ice

and ihe'Dep:rrtrn{nt of Vctcrans Affair.s: recom¡nendcd by tht Nirtttu¡ll ,4ss<¡-

qiittioo rrf Bo,rrdl¡ of Fhurmlc)- l¡s Pstt oí rhc s¡¡nd:rrd ;cfcrcncc' libratrl rr:c-

çnr¡ncnderi b.r tlte r\t:tcrican College of Physicia¡ts'Anrcric¡n Sosict¡ oI Ir'tc';'
¡¡il ir4ctlici¡e as par{ oI a library tbr in¡r:misis: inclurlcd irr tll(? Stsniiiìrds for

\.lu¿icar¿l cpprur:etl by t¡e .4mericslr P¡*r'¡¡raccutic.rl Associatit'tl' Ame¡ican

Héaldr Ca¡e'Associadon, .¡unericen Ilos¡rital Associ¡tit¡u. ant! C¡tlrolì<:Hl¡ltir
Ca¡c Assocìation of tlrc Unitqd States; lecogniz.cri b¡'thrr rJS Congr¡ss' Cc:rlcrs

for Mc<Jicøe & Mcdicaid Scn'lccs (CMS: li:mrcd)' Ilc¡ltl¡ (-l:rr¿ Fin:urcrtll¡

Ad¡ìtin¡srrarion tlìcF^l), tlc¿lrh Ltsuriurue A.ssr¡ciation of Antc¡'ics ll'li;\Àr.
s\:rrional llluc Ciross an<l Blue S¡ic¡j A-ssociiuion, Nirtio¡ral .,\sst¡c'lii¡n.ri ¡¡-
surancc Co¡nt¡¡i¡sioners, ånd vuious tltird'pen¡' healttr-c:ttc ilsuralce pro-

ti<len¡ for rèínrbrusclncil dscísions on ofl'-lallcl (r¡Ûalrle¡i) usc,s; ¿uld inclucic<i ¿s

¡ ret¡uircri ur rccom'llendcd sþrtdard r¿fenj,rce l'or phuurcrcs i¡t lrl.'¡')' stelcs'
'ihc arrthoriry ol'á./tF.s Dtug l4-nrnat!ttr¡s ¡rlso itlcludes Fcdc'ral rccogriì'

rion through legislario' ln¡ rc.guhrrron ¡s ¡n'bfficigl" c.mftr'ndiunt ftr¡ i:tf<x-

rnetio:r o¡ir¡:cá'ically accc¡tell uscs of drugs' '[hc.l;criera!-cr'rmpcrtiìl:l r'rcog'

niti<rn tìr¡ Ál!FS i)nt1.'ltþrnøtione originatttl in.Publir: L¡s ì00-('i()
()r'lcdiqrrc (ìarastrophic Covgt¡g!- '\cl) fÐllc'lving uarcfrrl consit!erltiton l;'¡ Con-

grcssiorraì staff urtl c'sr¡Lrlishnrcn¡ of s!¡ud¡rds fçrr strch designstjon. fICFÅ

õrorv (flr45) <l¿¡c¡¡ri:¡ctl thar .'U1l;S Drug lufurnatiottê nlct tl¡e conl¡:ndial
iclcction criicria csrablisì¡c¿ by Cìonglcss nnd trdo'tcd tlrc cont¡rcrt<ìiunl lt'r

carr¡.ing otrt cenein as¡xcts of rhe Âcr anrl- irl rttcttir3 lllL'Ùccd oi tiic tlS
Scciera4, of llca¡h and l{unrirn Scrçiccs (lll-lSJ i. (stâblish 51¿¡S¡¡{5 tr::seil

on rccù;rcd nìod¡ce¡ t)racilcù lbr rhe prcscri¡irr_1, ois¡-*nsing, attd ul.i¡¿ation c'l

"o.=r"i,lrug.. 
Ihis esrablished ùre F{¡rle¡sl prccetlent îor uss of rti/F.S Drrrr¡

..,jnfornntiorú ¡sa ç'ontpcndial sl¡¡nd:yd ìn sutrsequcnt la¿lisletive lnil regul:ior5

i¡iiriarivcs, inc,lutìing O-BIre 90 anc.l OURA 93. Fedt:riil cornpcn<ìial recogniti.n
'conrinues undcf part +.S6 ol CMS regularkrns !ìolenrirlg utilizstion cot¡tfùl fìrr

Medic¡icl :rnd ttndcr scttioll 1927 ol thc Sr.¡cial Securii¡' '{ct.

Ëfg!.trs$g-gt2oo4 Revisibns -
The 2004 edition has been uPdated extensively, incorporating ¡evised in-

formadon on uses, therapeutic perspective, cautions, drug interactions, new

proclucts, âfld olhef nerv developments' Each year more lhan ó07o of the nton-

ägraphs are revised. Thc avcragà a ge of AHFS Dtug lþrmatÌon@ monographs

iJ leis than I year. In addition, thc coveragg in the 2004 cdidon has becn

expanded by 52 ncw drug monographs.

¡ JCAHO's 2004 National Patient Safety Goals
Informarion publishe<! in AHFS Drug Informalion@ wasrcviscd throughout

thc 2004 edirionìo address the prohibitcd abbreviations rcquircmcnr undcr goal
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It2 of ahe Joint Commission on Accreditation of F.lealthcarê Organizarions'
(JCAHO's) 2004 National Patient Safety Goals. Of the 5 dangerous abbrevi-
ations, acronyms, and symbols included on JCAIIO's minimum hs¡ fo¡ hand-
written, patient-spacfic communications, only "IU" (for intemational units)
and "U" (for units) were previously used in.AflF,S Drug Information@. These
abbreviations have be¡n replacrd rhroughout the AJIFS darabasé, inctuding
print (z{l/FS Drug lnformation{D) and.electronic versions of thc i¡fórmation.
\4rhile thesc âbbrcvirtionr still âppcilr in delìniriolls l'or official.surxlar<ts (c.g..
L:SP dr:finirio¡¡s of porc0c.ì,) in thc monographs of rhc afl¡cted drugs. thr)
$fellq\j-ou. ¡c¡n "ur¡irs" {rarhcr thln tU or tJ) is uscd ior specific dosagc rec.
o¡l:rrcrrdafions ;lnt! conlmcn:it¡l produut conccntratiorts lhroughoÍt thc nro¡ro^
graphs, JCnlìO's ¡ìi(luircmcnt lhrt ¡iìcsc abbl.cviøtit¡ns nol be r¡sçd 'n hand-
written communica¡¡ons is in response to errors (mistaking U as zero, four, or
cc) in inrerpreting wrinen orders and other forms of clinical documcntation in
JCAHO-accredited facili¡ies.

I¡ addition to the minimum required list, JCAHO has published an addi-
tional list of abbreviations that should not be used, ar Ieast 3 of which also
should læ ¡ncludcd on rhc ''do nor usc líst" ofc JCAl.l0-accrediurd facility. Of
the ubìrreristions ìnclu¿lc.d on rhis list. oniy "¡rg" lfor micrognrn) was provi,
or¡r-l)' used i¡ ÃllFS l)rup ltttouuctti¡n9.Tl¡is l¡as beon rcplocctl tlroughout fhe
,.l}/f$ dat¿ir¡rsc hy '1nc4." JCÀHO's requircmcnr rh:¡l rhis altbn:v¡at¡on nól bê
usccl is in rcsf&nse ro crrors (ntistaking ¡r fc,r mg, ßsulting.in a one-thousand-
fi¡ld ovcrrlose cnor) in iruerprr:tirrg irnndu,ritren ordcn- a¡rd other.forms of clin-
ictt] dücu,ìlcnmlion hr lCl;\l:lO.acc¡rrdited facilirics.

Although medical publishcrs and printed or elecronic information are not
subject to IÌ¡ese JCAHO srândards, and the likelihood of misinterpretin! the ry-
paset versions of ùese abbreviations would be fa¡ Iæs than with handwritten
vcni<xrs. r dccision to r;lrurgc d¡csc abt¡¡r:vieríons lhroughout thc NIFS Drug
Inþrmotítn9 <latair.rse sas made ìn odcr m rcinforce thc srnndrrrls for good hurd-
wrí¡en cl.i¡rical docun¡entaríün, rvíth the uhin¡atc goãl of r-ducing nulicntio¡ cno¡s,

r Greafly Expanded Subdivision of the AHFS Clabsific¿tion
'ìhc,4//flTs Pb¡ìrmacologic-Tlrcrapcutir C'lassitìcnrio¡r hrrs bccn ex¡ensively

s¡rkiivitieri ¡¡¡d .reorganizc.l to pmvide morc specùfic subgruu¡rings of nùrnerous
rlrugs aiortg tircr:rpeutic and phrrmacologic líncs. 'Oto principal mcjor clcsses
afttctcC by thÍ.s subdivisìor¡ arc s¿ctions J:00 ¡\nrihisrollrin!.s, [i:00 A¡lli-infcc-
livq Aqenrs. ?0:00 Illoorj Fonnarior.¡ and Crxguluion, 24:00 Car¡liovascul¡¡
Drugr, 29:00 Ccnt¡ul N¡:rr'<¡r¡s S¡'stent .{-qtltrs, 52;0(} EENT Preparations. 5ó:
tll Gast¡¡:intcs¿i¡iol Dnrgs, 68:00 Flormoncs and Synthotic.Subslilules, snd 84:
(Xl Skin und À.luco¿s À,lc¡¡rbranc A{lents. A lotal of 96 nerv phnmncologic-
¡herapcutic suL:class{:s (c.g., COX-2 l¡hibirors, Pmton Purnp lnhihitors, Atlp.
ic¿l A¡tipsychotics) hâ\'c becn addrd, providíng more specifrc subdivi"síon of
nunrrrons classcs of dnrgs and alfordirrg .qrc¡¡tcr pr,wer and flcÀib¡lify to uscr6
of th¿ t:la¡rsilìc¡tion tbr organizing and tracking infarmôûon about the affecl¿d
dnrgs, For addi¡ional det¡ils on ti¡r: ncrv subclssscs anr! affec¡ed drlg ruon<>
graphs, xre rhe 200-{ ¡\HFS Phsrmscologic-'I'lrera¡rcutic Classilìcsrtionø Systcm
Rc'';i sions tr-v visiting thè homùpagc tt rvrtrv,ubfsd ruginfomtation.conl.

ln $ddiljorì, sr:ction 92:00 Unclassiiic¡l Therapcutic .Agents hrs bc¿r¡ ¡>
n¡rmei! \,tiscciioncous Tl¡rÌrupou(ic .\gents nnd hcs l:':en ret:rganizcd ¡o prcscnt
i.hc nrcnographs in phnmracologic-fhtre.ptulic groupings (c.9., Àntidotes, '\¡-
rigour Agerlrç. Bonc ll*so4rtion lnhibitors, Discasc-utrxliþing .Anlirhconiatic
Þnrgs, hnurunosuppn:ssivc ågcnts. Plttelcl-¡ggrùgûtion lnhibieo¡s). This is an
inrcrinr ret'rr¡¡eriizrrion of scction 92:00 $hilù 2 propo.gùd ¡rciassiûcution
sclicnrsri rr{, circufatrrl fur commcnt ltnd lìn¡lization. One pruposed scheme
involvss nrovirg most of rhù drugs out of seclion g2:00 and into orhcr urajor
ctasscs u4rilc the otlìcr.scbcmc inroivcs priricipally funher suilividing secfion
9?:00 into nlorc spcoifrs ulphr-numcric subclasscs. Pcndilg ñnalization and
ìmplcnrørration ot- one ol' these proposals, thc aforc-¡nentioûed groulrings havc
t*cn clcetcd to aid i¡¡ a nrorc logicâl ravicrç of rcl:rtc¡l drugs.

'lb :¡id in locatin¡- s¡recilic drugs in thc nqrv subclssses as well a.s n-lated
tirugs in arher subclrsses. oxtensivt cross-referencinq âpp€¿rs. For exnmple.
undcr Í'latelet-aggrcgetion Inhibirors, lhcrc is ¡! c¡oss-refc¡oncc trr Aspirin 28:
08.04.?-,í. Llsers of thù clsssification ca¡t rlsc eithcr thc prim{rJ cl¿ss (s.9..
Sirlicyìarr.s [rrr Aspirin) or rhc sccondltry çlaJs (i.c-. thr cl¡rss to whiÇh thc dnrg
in qucstion is cross-rcfcrcnced; c.È., Platclct-aggreg¡ttio¡: lnhibitors Íor Aspirinl
nr both, depcnding on rhuir necd. ln clcclrol¡ic vcrsions of..l/lfS Þrug Itrfor^
u¿¿tlit¡¡tù, bolh primrry a¡d.secorrdar-v clsssct e¡e uscd. hl arklition. users s,hú
are unnblc to accomr¡orltte or rlo not rvish to rrsc íl 4Il¡ tisr ofthe classilicetíon
.:rn $;mpl-v lell b¿cll to drc lcss s¡xciñc 3rd lier (c.È., use 8:t2.06 Cephalosp'.r-

ril¡s r¡rhcr rhnn 8:12.ti6.0't f"'jrst Cencr¡t:ion Copltalosporirrs for a drug likc
Éìcphiilothli)- 'l hc arld<l s¡:ccilioiry ( 'rrnnularrly") is thcrc for lhose rtho rvish
to apply it to thei¡ use of the classiñcation:

r f,stensive'l¡, Revi.sed Product l.,isfing,s
The prrxluct lìstirrgs il ÅHfS Aru6 lnlivnuttionø arc rcvicwcd cach ¡;*ar

ant.! ir substo¡rial nunbcr of r'3visions trü made, inoltttling infarmrttitrt c¡¡ ncrvly
nrarker:d r,losage for:rrs anr! strengths nnd rslormulnteC pr(l(lucls :'s well âs
illlgÒi')l! nìrnuinì:lrrrEr cl¡íngcs. Ovcr ¡r thc'r¡smcì such r!'vísi(tnt hí:vc bq(n nt¿tdc
iu thc Z(X).f cdirìon.

r Improved Format Focusing on the Most Clinically Retevant
Information

'll¡c ?0û{ cdilion of ,4,IíFS Drug lnformaríorre nrr;nographs contlnues rlrc
msjor reorg¡tnizarion of.content that makes it earier fç¡ hc¡trh .care prnctilir)ncrs
to loca& thc nrosr clinica.lly relevanr and frequclrrly nce<hxi infonnarion. In-
formation on Uses and on Dosage and Administration appears ar rhe begiming
of each monograph, followed by cautionary information on adverse ãffects,
pr¿cautions, coht¡aindicarions, drug intcractions, a¡d acute and chronic toxic-
ity. læss frequently used sections on Pharmacolog¡,, PharmacOkinetics, antj
Chemistry a¡d Stability appc¿u at the cnd of ¡he monographs. In addirion,
subheadings within the monographs have beeD expanded lo aid in locaring
specific information.

r Current Authoritative Therapeutic Guidelines
AHFS Drug Informationo monogaphs also are updated each year to in-

clude ¡he curent reÆommendations of nr¡meroìLs authorities. For example,
many monographs in the 2004 edition have been revised to i¡clude:
. Sevefth Repòrt of the Joint Natiom! Cotmittee (JNC 7) on prevenilon,

Detection, Evalualíon, andTreatment of High Elood Pre.rs¿re. Thc Deccm-
lxr 2003 guidelincs. rvhich replacc rhos¿ l:ìsr rcsiserl in Novcurtrcr !9gl¡.
rellcc¡ rhe ('cent ,ìndíngs ol ¡ltc ¡lLI"llA'l' study. furtjter strc.ngthening rhe
recommenrl¡tion for the use oi'rhia¿idtr diurctius :¡s inirial th(.rap)' in ùx)st
hypancnsive pStirots bLìcd on cosf, c¿ìr(liovsscul¡r¡ bcr¡clit. anrl notícnr ioi.
eratlcù considcr:¡tions. Panicipaling in this c!idcmc-tÐseii f.rrocÅs s'crc.19
professional ¡ssociations, inclutlilrg rhe.\rncrioan.Socicry ofHi:ahh-Sl.srcm
Pham¡acjsls (.ASHP). and 7 Frr¿lon¡l agene ics, $orfing rÌn(ior rhs ru-rpicer
of thc Nntional Hcan. Lung. arrd Blood hlsrirurc's (¡*tj.l.ltl'sì N.¡rír¡nal l.li¡lr
Blo¡¡d Prcsst¡rc Educ.s,tion fìrigr:rnr (Nl.lBPFI)).

Key issues addresied by JNC ? include grearer emphasis on rhiazide diu-
retics, the importance of systolic blood pressure for cardiovascula¡ risk in
ûosc ol<ic¡ tha¡ 50 ye:rs of age. introducrioo ot's preh-tf¡ertcn¡iv¿ rSBi) of
120- 139 or DllP of 80*89 nrm FIg) carcgory th¿l requircs tifcs¡yle nrod.
ilìca¡ion, contpeìling inrlications for cerfajn ci¡¡-sscs of ûntihvlrcncnslvc
agcnts ín high-rìsk paticnrs, thn likelihood rhat mosr parienrs l,ill rcquir!' l
or more ant¡hypËncnsivc agcnt.s, considcntkrn l'or ir:.itirtirrg iherapy rvirh i
anlihypcrterìsives in ¡hose rvirosc Bfr exceeds goal BP by 20/10 mm Hg,
dccrc*sed emphrsís on cscahring <losages versus usc of a<ldirional cirug,s.
arxl changcs i¡l t¡sual rccomn¡sndcd dosrges Íor nanv dnrgs. Rcirvû¡rt por.
tions of thù Enro¡sertn Sotiat¡' af Í'l¡-pttlensíDn--!ìurolu'an ,Socì,:ry tti Car.
r/iolog,r'gui<lclilcs ¡lso rvcrc ..rrl<lrussc¡1. Àpproxinrst.ly 70 nronographs
were ¿ffccted by thcs¿ guiritfinc.t, rvìrì¡ rl¡e Thi¡¿idcs General Suremenr
serving as the main overvicw.

o Ånrcrîåon tlrotagic,zl Assat:rctiar guidcline on thc management óf benign
pros(âtic hypcrpla.sia (BPH) rcgardinB rhe role of a-adrenergic blocking
agcnls and 5-ø-r'cducr¡sc lnhibito¡'s nrrd ¡cc¿:nr cr,idence that combined ther-
apy mây bc more effc,-tive that, fÍ$noùcrapv irr prcr,cnting iong-rcrrtr BPI.I
s!,rnptom pto,gresiion and nrorc efieclive th¡n ¿r-bltuker mono¡ltr:*pv in re-
dut:ing thc. tisl oi lon¿-rcrm urirrary rctcntion rJtd rìcre<J t'or ilrvosivc therapv.

.lnstitureo!lvJedicitr<:(lOh,t)oJthtNotír¡nolAcotlcnies.lssùssmenroftùs-
tosterone and ngíng. rvhich concludi:d lhat ll¡erc curcntly arc ir¡suflìcicnr
data to sstablish tli¡t hormone rcplaccmenr fhcrípy in oùer rnen is a.sso.
ciatèd with clcar oridence r¡f b¡np{it for any of rhc ou(comcs cxan¡ine¿l in
the ¡bsencc of a clinical diagnosis of hypo_touadisnr.

? Amerícan Heart Associatíon (AHA) and American Diabetes Association
(.,\Dál consensus statement on use of thiazolidinediooe oral antidiabctic
agents (pioglitazone, rosiglirãzone) and the risk of ûuid retendon â¡d con-
gestive heárt failure.

o ,qD¡{ clinical þractice rccommendatíôns on diabeúc nephropathy, trearment
of hyperteosion in diabetic adults, and stand¿¡ds of medica.l ca¡e fór diaberes
mellitus. These sets of guidelines affecred numerous antidiaberic and car-
diovascula¡ monogrãphs.

o Ntitional Institute of Diabetes and Digestive and Kidney Diseases (NIDDK)
¡ecqmmenilatioirs âbout diabctic neuroparhies.

o NI/{ asthma guidelines, updating inhaled and systemic corticosreroid mon-
ographs to include revised information on lhe use of conicosteroids in chi[-
dren.and âttainmcnt of adult height.

. É.rip¡nded discussion of thc :rdrànced cardiova-scula¡ life suppon (ACLS)
guiclelines rcgcrdin.r thc v¡lus of vasoprcssin as an altemaúve to epiaeph-
rine for vasoprcsso¡ tl¡rr¡¡pt in out.of-hospitnl cardiopulmonary resuscita-
¡ion, ptrticul8r¡y asystolic c.lrdiac î,nr$t.

o US Centers for Disease Control and Prevenlion ICDC) ¡ecommendations
for the use of smâllpox vaccine for prophylaxis againsr monkeypox.

. Updated CDC recommendations for smallpox vaccination, hcluding ncw
informa¡ion on adverse effect proñle and duration of immunity.

a CDC recommendations on the use of cidofovir for the managcment of
smallpox vaccine complications and the treatmenr of monkeypox infection.

. Additional findings fr<'rn rhe rhc iÍ¿¡l¿r¡'¡ ll.talrh hiríar¡\'Ì (WHl) strtdy

tha¡ ho¡mon¿ rr'plarcm(rrt rherapv (HRT) in poslrnenopausal women docs

not have a bcnclitial cffecr on cogrnlnvr frtrcrion.
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o uS Public Health Service Advisory Committee on Immunization Practices
(ACIP) recommendation rhat routine influenza vac'cinadon be exrended to
children 6-24 months of age for the upcoming 2004-2005 scason, bascd
on pediatric expericnce during the 2003-2004 influen¿a season. Review by
the American Acadcmy of Pediatrics (AAP) is under way.

. CDC, AAP, and other expen recommendations for the realment of pedic-
ulosis capi(is.

o Various aulhoritative grarps, sucb as CDC, the US Department of Heahh
and Human Services (DHHS), National lnstitutes of Heakh (NtH), Healtlt
Resources and Seruices Administration (HRSA), National Pediatric and
Fanily HN Resource Center (NPHRC), and Perinatal HN Guidelines
Working Group, for HIV infection ueatment aad prevention in aduìts, pe-

diatric patients, and pregnanr women. lncorporates extensivc changes in the
regimens used fbr initial treatment of Hlv-infected adults as well as chang-
ing snategies to employ and regimens to use in experienced patients with
virologic failurc. Also incorporates changcs in recommended pcdiatric dos-
agcs.

o C D C, A ¡ ne r ic a n t h<¡ rac i c S <t c ie ty ( ATS ), and I nfe c t i o us D i s eas e s S o c i e ty of
America (IDSA) recommendations on uberculosis rreatment" including pre-
cautionary information abour the use of úfâmpin/pyrazinamide regimens in
latent luberculosis.

. ACIP, CDC, ¿nd US Food and Drug Administration (FDA) guidelines on
pneumococcal vaccination in cochlea¡ u-ànsplant recipients.

. American Sociery of Clinical Oncology (ASCO) recommendations for
chemoprotectants.

. Stoke Council of the Atrerican Strok¿ Association guidelines on the early
manâgement of súokc, iacluding use of insulin inñ¡sions in selected pa-

ticnts.

o A,{P guidelines for monitoring and management of pediau-ic paticnts aftcr
sedation for diagnostic and therapeutic procedures.

c Á,4P guideünes on pediaric poiassiurn iodide ihcrapy foi radiation disas-
tcrs,

t Medical anà Scientific Advisory Councíl (MASAC) of the National Hemo-
philia Foundation on the treaunent of hemophilia a¡d other bleeding dis-
orders.

. American Acadenry of Child and Adalescent Psychiatry @ACAP) guide-
lines on the treaünent of auenaion deficit hyperactivity disorder (ADHD) in
adoicscents and adults as well as those of the z{m¿rican Psychiatric Asso-
ciation (APA) and other exp€rts on ADHD diagnostic and o¡her criteria i¡
tbese age groups.

. The latest (January-December 2004) Unijed Recommended Childhood
and Adolescent Immunization Sche¿tule, which was issued jointly by the
CDC, AAP, utd Anterican Academy of Farnily Physicians (AtLFP). A re-
vised Aduh lmntunization Schedule (2003-2004) úrat incorporates the rec-
ommendations of CDC, AA?, AAFP, ACP-ASIM, and ACOG has been
added for the 2004 edition.

o Natioml Conmínee for Clinícal Laboratory Standards (NCCIS) on inter-
pretive standards for in vito susceptibitity testing of bacteria from clinic¿l
specimens.

r .N-ew-¡nd Revised Labeled and Off-label Uses ù

.$fftr€g9!.¡g¡.dlgy.âçl.telçte listing of other changes' but major revi-
sioÀiiïèrÌòñirig tléiaþêuliö iirformation that involvèd numerous monographs,'
t¡orh as offlabel (unlabeled) aqd. lgÞeled uses,.we-re inco¡porated on pcdiaqic
use of antideprcssants, including new ptccautionary information, gcriatric use
of atypical aDtipsychotics, mexile¡ine.for diabelicneuropathy, vasopressin for
rrul-of '-hrJso¡ ttl cardiopuþonary tt'susùitill ion, lè51o5¡ct onc for male climac-
:eric. as¡rirrrr t()r ci!i)n cancer pr!:i'entio¡r. lorv-!ntcr:sity Wârfarin for krng'lenn
prcr.{ntion oi re.:un'r:ot idiop:ulric ricc¡r.vcin thrombç¡sis, pscrtdcrephedrinc icrr

'lil,iû lr:ìrotrirÌnìiì irsstx'iatcd rvith fìying anrl ¡¡ndcitvat¿r tiivin¡t, loraz-cpunt ior
¡cti;lti:fl iti c¡itic¿,{'rre J(:ttitgs. and roviscC r}riru\iug on ¡16 use of eno>:apüin
in prr'*nxnr womeÍi with mcchilricnl prllsthstìs r,¡li'cs. In addiüon, hut¡dre'ds
iìi r¡t0noÉ'i¿p¡l\ 'ç*,r* rerisc¿l tÕ ilrclurjc rrîlving ilterlf¡el¡iic pcfspcalivcs fJ-
:ì¿(!¿r.i :n nu,nc,"or,s 1!u¡Ìrol itutivc guir.iclini:s (scc l llghliE:lrts oi 2ttÙ4 Ri:vision¡:
O::nc;r¡ .{rrtltontiriitc TÏclaperrtic {-iuiiìcllnesl. bcrih ts lslrele(l crx! r¡fl-l¡bel
uses-

Jus( a ferv of the rtcc'l¡ ap¡rroved ust's ilr.'{///'5 Dnq lnþrnariat¡ 2í}Û'tor

Lnclude combi¡ed use oi olcnzRl)¡rc urd lluo.rctinc kx ilcprcs;iYc episodcs
âssociated r'ith bipolar dis¡.¡rder'. s¡m\,rs¡rt'in ft.rr pr:tlilrtric pítlicnl.s. cx(trtJcd-
cycle (3-month dosing regimens) oral conuaception with Seasonâieo, onbc-
wcekly dosing of rised¡onate for postmenopaúsal osteoporosisi introduction of

a. ncw digoxin immunc Fab prepararion, new formularion and dosing infor-
mation on cyilobcnzaprinc, new OTC omeprazole preparation, new maximun¡
OTC strength for famotidine, OTC loratadine prepararions, razarorene for pho-
toaging, eplerenone for congesrive heart failure, inñiximab for Crohn's diseæc,
pnrssian blue for "dirry bomb" exposures, pyridosrigmine for preexposure pro-
phylaxis against somarì nerve gas poisoning in thc milirar¡.,.flpoxenne for de-t
pression in pgdiatric parien$, ánd expanded discussion of thiopenul for nar-
coanalysis and narcosynthesis.

r Major Cautionary Information
Some major cautiooary information added or revised for ¡{HÁT Drug In-

formation 2004o inclutles dozens of FDA MedWatch notices, new ñndings
about sulfonamide cross-sensitivity (c.g., wirh thiazidas), updated adverse ef-
fects with sma.llpox vâccine, updated discussions on vaccine reformulations
addressing concems about thimerosal, updared infomrarion on Wesr Nile virus
testing of biologic preparations, waming about lifc-tkcatening asthma exac-
erbations with salmeterol, FDA final rulc on risks of concomita¡r topical and
systcmic diphenlydramine use, additional ñndings (e.g., Ranr.l Repon) on the
risks of ephedra (at the time the 2004 edition of AIlF.l D rug lnfornntion wcil
to press, FDA amounced that it pla¡s to ba¡ the sale of ephedra-containiDg
producls in ùe US sometime in early 2004), overdosage resulting from mis-
interpretation of mg for mL with highly concentrated morphine solutions, per-
golirle and cardiovalvulopathy as well a.s risk of suddenly fa.lling asleep, topi-
ramate a¡d dsk of mctabolic acidosis as well as oligohydrosis and
hyperthermia, potentially fatâl heparoroxicity with lefiunomide, suicidaliry with
entidepressa¡t use in pediatric patients, risk of hyperglycemia and diabetes wirh
arypical antipsychotics, quinidine and grapefruit juicc interaction, polentiô.lly
fatal b¡onchial anastomotic dchiscence in lung cransplanls, removal f¡onr tle
US and Europear mâ¡kets of levomethadyl acetate hydrochloride (ORLAAlvf)
because of serious cardiotoxicity, high rates of hospitaiization and death with
combined rifampin and pyrazinamide ùerapy for latcnt rubcrculosis, lindane
risks, md numerous sound-alikc drug names ûrat could result in rncdication
eITOfS.

Thís is just a small sampling of the numerous ¡evisions that are in-
cludcd in AHFS Drug Informatíon 2004@. Each monograph that has been

revised i¡ 20M includes the statement: "Selected Revisions January 2004."

I www.ahfsdruginformation.com
With the 2004 edition, AHI'S Drug lnforntationø print subscribers rvill

conti¡ue to have free access to ASHP's alfsdruginformatroo.com, a comparion
Web site designed to provide timely ongoing updates as pan of ùeir subscnp-
tion service. This service replaccs ùe previous prinr Supplements and
AFlFSfrsrFAXes". A usemame a¡¡d password appear at the end of the Preface
and will be required to access the subscriber-only portions of the new Web
site. Without lbem, ooly general marketing information regarding the LÈlFSs
product linc ca¡ be accessed.

By providing post-publication updatcs to AHFS Drug InfonnationØ elec-
tronically via this Web site, timely noti.ñcarion of critica.l updates (e.g., new
wamings and other precautionary information) as wcll as inform¿tion on newly
approved drugs will be ensured, greatly cnhancing the value of your subscrip-
tion. Information on new molecula¡ cntities (NMES) will be posted on the Wcb
site as soon as possible following FDA approval, initially as part of the news

service and then in the form of an AHFS.¡lrstReìease "; subsequently, exparsion
rlnto Ovcrviews or full-length monographs also will bc posted on the Web site

if published prior to release of the next a¡mua.l e<ti¿ion of th'e bôòk.-($ee the
' Use¡s Guide, p. rv.) In addition, access to monogrâphs that are deleted f¡om
áthp printed book because of space constraints will be maintained on this Web

silc. For 2004, most of ùe diagnobtic ag,ents were deleted.f¡om the printed
priblication for this rêasóir bu¡ will remain accessible rc úl i4ÍlFS Drug Idor-
manbn subscribers via the new Web sitc. Monographs on some o(her uncom-

monly,used drugs,also appear only on the Web site; indcx enries in'd¡c book
for these monographs rcfer'users to the Web site.

hnp://wwp.alfsdruginformation.com.is your gateway tp ongoing devel-
oprrì!.nts in dnrg infomr¡ticlr. Lir¡k.s to.\SllP's {)nll ,\lrrrn:rgc Rcsource Cente¡
as *ell a,; to its safclllc',Jì:;:'¡iinr.t.un ¡-.:rttcnt inlirtrlalìor.,:rjso a¡c pro_v,idcd.
'rVatcl¡ lilr cxcirillg tìrturt'ut¡fu:]ncsír(rìls tt) lhjr r;:l[¡í1t'ld ..!ill+' upr.làtirrg ser-

vice.
Subscribers to PDA vcr.sions of AHFS Drug ltþrmation o will be able to

elèctronièally dorvnload updâtcs to thci¡ ha¡d-held units.' The Bditorial ¡tafl rrishes to expless àppreciation to the nrany con-
sultåntÈ and reviewers for th'eir excellent guidânce ând cooperation and to
ou¡ subscribers for their supþort and comments,

login: 59îLrsr
på'ss?foId: essentials
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Notice of Vr'aming Conceming Patent and Trade-Ma¡t Rights and Listing of
Manufacturer, Labeler, and/or Þistributor-The inctusion in the text of tle
AHFS Druþ Inforntation 2004ø of any drrrgs in respect ro which patent or

rademark righn may exist shall not be deemed, ândis not intended as a grânt

of. or authority to exercise, any right or privilege protected by such patent or

úademark. All such rights and privileges are vested in the Patert¡ or tradema¡k

orvner, and no other person may exercise the same without express permiision;

aúthority, or liccnse secu¡ed fronr such pa(enl. or radema¡k owner. Listing of
proprieþry titles for tle drugs covered in the monograPhs in á.¡lFS Drug In'

formation@ is for the purposc of information only. It is not to be inte¡prctcd as

constiruting or implying the right or privilege to disPense âny Product, other

rhan the one prescribed or ordered under the tradema¡k speciñed in a prcscrip-

don order witl¡out the consent of the prescriber or as dictated by appropriate

laws, reguladons, and practices goveming such practice. FDA regulations es-

rablish specific criteria undcr which a firm may present itself as the manufac-

turer, labeler, and/or distributor of a specific drug product' The listing of ñrms

in rhe text of AHFS Drug I nþrmatiott@ is for informational purposcs only and

may not necessarily be consistent with FDA regulations. Readers should refer

ro FDA regulations and thc agency for spccific information on this subject'

The use oiponions of the tcxt, including some of the graphic formulas' of the

viii Am¡S DRUG uhFoRMAT¡oNo 2004

lJnited. States Pharmacopeia, Twenty-fourth Revision' utd the National Fot-

rnulary, Nineteenti Ediúon; ofñcial January l, I 9940, and of Previous revisions

ofñcial át the time the áfFS Drug Informriln 2004ø moaographs were pub-

l¡siç¿, ana of cunent and previous editions of ¡he USP Dictionary of USAN

andlntemarío¡øl Drug Nar4es isby permission received from the United Smtes

Pharmacopeial Conven¡ion, Inc. Thg Convention is not responsible for a¡y

inaccuracy of quotation or for any false o¡ misleading implication that may

arise due to thè tcxt or formulæ as used or due ro the quotadon of revisions

no longer official.

"itlïë jlaJulg 
-o,f dft¡g ¡nfomation is thât it is constantly evolving bccause of

õirg:óidgrèscfuðh and c¡irricl èxperiencc and is ofien,spbjectto inlcrprctation

and thc,uniqucncss.of each'ðtinical situation arrd pilÉäliFlffiüléidårerhæ:beenr

.t¿ken'¡o ensure the accuracy of the information Presented, ùe rerider is advised

that the authors, ediao¡s, reviewers, conlributors' and publ¡shers càrnot be re-

sponsible,,-foq the cQnlinu.ed curency of the infor¡nation.or for any èrors or

omissions.in,t}lis book or for.any consequences arising therefrom, Bçcause oftr:

rhc dynamic.naturÇ of d¡ug informalion, rea{ers qrq advised t¡âl decisions

togarAog.drug therapy.must bc based on the indePendent jrrdgment of the I
clinician;ohanging'infownadonabou¡avdsug.,(s,g;"qq,¡.E4çf.lçS;i+ilF¡lit-e.¡gt-,¡rc)t

and'ohang¡ng,mgdical practieest'-'

,#i
6

0
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FOREWORD TO THE FIFTY.NINTH EDITION

PDR enters its fifty-ninth year offering a wider array of
pharmaceutical reference options than ever before. Long
available unabridged-in print, on CD-ROM, and via the
lnternet-PDR also provides essential prescribing infor-
mation in other forms as well, detailed later in this
foreword.

About This Book

Physicians' DesR Reference is published by Thomson
PDR in cooperation with participating manufacturers. The
PDR contains Food and Drug Administratioh'. (FDA)-

approved labeling for drugs as well as prescription infor-
mation 'provided by manufacturers for 'grandfathered
drugs and other drugs marketed without FDA apþiqval
under curent FDA policies.. Some dietary supplements
and other products are also included.

Each full-length entry provides you with an exact copy of
the produitls fOR-approved or other. manufacturer-
suppÍ¡eo labeling. Under the Federal Food, Dru{ and
Cosmetic (FD&C) Act, a drug approved for marketing may
be labeled, promoted, and ädVertised by the mánufac-
turer for only those uses for which the drug's safety and
effectiveness have been established. The Code of
Federal Regulations Title 21 Section 201.100(dX1) per-
tain¡ng to tabeling for prescription products requires that
for PDR content "indications, effects, dosages, routes,
methods, and frequency and duration of administration,
and any relevant warnings, hazards, contraindications,
side effects, and precautions" must be "same in lan-
guage and,emphasis" as the approved labeling'for the
products. The FDA regards th'e words same in language
and emphasls as requ¡r¡ng VERBATIM use of the
approved labeling providing such information.
Furthermore, information that ¡s emphasized in the
approved labeling by the use of type set in a box, or in
capitals, boldface, or italics, must be given the same
emphasis in PDR.

The FDA has also recognized that the FD&C Act does not,
however, limit the manner in which a physiciari may use
an approved drug. Once a product has been approved for
marketing, a physician may choose to prescribe it for
uses or in treatment iegimenS or patient populations
that are not included in approved labeling. The FDA also
obseryes that acceptéd medical practice includes drug
use that is not reflected in approved drug labeliñg. ln the
case of over-the-counter dietary supplements; it should
be rbmembereO'tnat ttr¡s information has not been eval-
uatêd by the Food and Drug Administration; and that
such products are not intended to'diagnose, treat, cure,
or prevent any disease

The function of the..publisher is the compilation, organi-
zation, and distribution of this information. Each product
description has been prepared by the manufacturer, and
edited and approved by the manufacturer's medical
department, medical director, and/or medical consul-
tant. ln organizing and. preseniing the material: in

Physicians' Desk Reference, the'publisher does not war-
rant or guarantee any of the products described, or per-
form any independent analysis in connectìon with any of
the product information contained herein. Physicia.ns'
Desk Referenöè does nôt assume, and expressly dis-
claims,'any.obligation tb obtain and inclu{e.ány ínfbrma-
tion other than that.provided to it by the manufacturer. lt
'should be understood that by making this material avail-
able, the publisher is not advocatingthe use of any pr^od-

'uct described,herein, nor is the publisher respo¡sib-le for
misuse of a product d.ue to typo'graphical error.
Additìonal information on any- produit may be obtained
fiom tlÍe manufacturer.

Other Gllnical lnformation Products fiom PDR '

.. : r, '1 . I ,. i .'

For complicated cases and speciàl patient problems, thêre
is no substitute for the in-deþth data contained' in

Physicianst Desk Refeience. But for those- times when you

need quick access to critical pres'crlbing informâtion, yoú'll
' want to consult the PDR6 Mq¡thly Prescrlbing Ggjderm,

the essential drug reference desígñqd spqcifically for use
at the point of care. Distilled fiom the pages oT PDR, this
digest-sized referencq presents the key facts on morè than
2,000 drug formulations, íncluding therapeutic "class, 

indi-
cations and contraindications, warnings and precautions,
pregnancy rating, drug interactions.and side effects, and

ì, most importantly, adult,and pediatric.dosagesr Each entry
also gives the PDR päge number to turn to for fufther infor-
mation. ln addition, a full-color' insert of ,pill and product
images allows you to correctly identify each product.

'lssued monthly, the guide is continuously updated With

detailèd descriptions of the latest drugs to receive FDA

approva.l, as well as FDA-approved revisions to'existing
product information. You'll also find bulletins about major
new developments in the pharmaceutical industry, an

overview of importanl new agents neàring approval, and
the latest clinical findíngs on common nutritional supple-
ments. To learn more about this useful publication and to
inquire about subscription rates, call BOO-232-7379. , '

lf.¡tou prefer to,car¡y,d¡ug.information with you on a
handheld device likq.a Palm@ of Pocket PC, consider
mobllePDR'.,.This easy-to-use software allows yoq to
retrieve in an instant çoncise summaries of the FDA-

,. appr:oved and other manufaçtufer-supplied labeling for
2,OOO of the most frequently prescribed drugs, lets you

:run automatic interaction checks on multidrug fegimens,
and even alefts you to significant changes in drug label-
ing, usually within 24 to 48 hours of announcements.
You ean'look up drugs by brand or gèner¡c name, by indi-
iation, and .by therapeutic class. The drug lnteraction
checker allows you to screen for interactions among as
many as 32 drugs. The Whatls New feature provides
daily alerts about drug recalls,.labeling changes, new
dr:ug introductions; and sÒ on. ,Our auto-update feature

,updates the content and the software, so upgrades are
, êâSy to manage. mobilePDPworks with both the Palm
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