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Digoxin Tablets, 0.125 mg, unit dose blister packs, Rx for treatment of mild 
to moderate heart failure, and for control of ventricular response rate; Class II; 
Tablet thickness failure 

Entuss-D Uquld Antitussive (Roberts Pharmaceuticals brand), nasal 
decongestant, expectorant, 16 fl.oz. Rx Control Schedule Ill: Class Ill: Subpotent 

Estrostep(r) Fe Tablets, (norethindrone acetate, ethinyl estradiol and 
ferrous fumarate), in 28 tablet dispensers, Rx oral contraceptive; Class II; 
Subpotency 

Feosol(r) Elixir Iron Supplement Therapy 44mg, in 16-ounce (473ml) 
bottles: Class II; Subpotent iron content (stability testing) and crystalline 
precipitate 

Goldllne Products: a) Doxycycline Hyclate Capsules, 100 mg, b) In­
domethacin Capsules, 50 mg, both in blister packs in boxes of 100; Class II; 
Mislabeling-Indomethacin Capsules were incorrectly labeled as Doxycycline 
Hyclate Capsules 

Herbal Dietary Supplements in oral dose capsules: a) Diabetes 
Hypoglucose Capsules,OTC, 70 capsules per bottle; b) Pearl Hypoglycemic 
Capsules, 60 capsules per bottle; Class I; Misbranding-Product contains 
undeclared antidiabetic prescription drug glyburide 

Lanoxln(r) Tablets (digoxin), 0.125mg, in bottles of 1 ,000, Rx indicated for 
treatment of mild to moderate heart failure and for control of ventricular 
response rate: Class II; Tablet thickness failure 

Mlntazol(r) Chewable (Thiabendazole} Tablets, 500 mg, in unit dose 
packages of 36tablets, Rx for treatment of parasitic infections: Class II; Use of 
an unapproved binding agent in formulation 

NeGram Suspension (Nalidixic Acid Oral Suspension), 250 mg/5mL, in 1 
pint bottles, Rx indicated for the treatment of urinary tract infections: Class Ill; 
Superpotent 

Oxygen Compressed, medical gas in high-pressure cylinders sizes E, D, C 
and B, Rx for pulmonary use: Class II: Current good manufacturing deviations 
including lack of odor testing prior to distribution 

Oxygen, Rx in E, 0, and M-6 Compressed Cylinders: Class II; Current good 
manufacturing deviations and complaint related to "chlorine-like odor· 

Promethazine Syrup Plain, 6.25 mg/5mL in 4 and 16 ounce bottles, Rx for 
treatment of perennial and seasonal allergic rhinitis, vasomotor rhinitis, allergic 
reaction, sedation in both children and adults, and antiemetic therapy in 
postoperative patients, packaged under the MGP, Major Pharmaceuticals, 
Qualitest labels: Class II; Subpotency 

Promethazine with Codeine Cough Syrup (6.25 mg/5 mL and 1 0 mg/5 
mL), in 4 and 16-fluid ounce (pint) bottles, Rx schedule V narcotic oral liquid 
for temporary relief of coughs and upper respiratory symptoms associated with 
allergy or common cold, under labels MGP, Zenith Goldline, Major Pharma­
ceuticals, Qualitest, URL; Class Ill; Subpotency of the Promethazine Hydro­
chloride ingredient 
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l.ot #;Quantity ami Dislrilmtiou; .lllllll({actnrer 

Lot #0547 -0003 EXP 1/31/01; 90 blister pack units distributed nationwide; 
Glaxco Wellcome, Inc., Research Triangle Park, North Carolina. Recalled by 
Vangard Labs, Inc., Glasgow, Kentucky 

Lot M78280 EXP 12/00: 3,344 bottles distributed in California and New Jersey; 
Schwarz Pharma Manufacturing, Inc., Seymour, Indiana 

Lot Numbers 44808F, 44908F EXP 3/00, and 44708F (Expired 2/00); 29,703 
units distributed nationwide; Warner lambert, Fajardo, Puerto Rico. Recalled by 
Parke-Davis, Morris Plains, New Jersey 

Lot Numbers 9H23A and 9J11 A; 10,608 bottles distributed nationwide; 
SmithKiine Beecham Consumer Healthcare, Aiken, South Carolina 

Lot Numbers: a) T-1474 EXP 10/01. b) T-1475 EXP 10/01: 970 boxes 
distributed nationwide; Zenith Goldline Pharmaceuticals, Northvale, New 
Jersey. Recalled by International Labs, St. Petersburg, Florida 

All lot codes: 2,67 4 bottles distributed nationwide and internationally; 
Pingchuan International Economic Trade and Tongyi Tang Pharmaceutical, 
Harbin, China. Recalled by Chinese Angel Health Products, Inc., Blaine, 
Washington 

Lot #9ZP1665 EXP 6/02; Undetermined quantity distributed nationwide; Glaxo 
Wellcome, Inc., Zebulon, North Carolina 

Lot Numbers J800, J8001, J8002, J8003, J8004, J8005 EXP 01/04, J8011, 
J8012, J8013, J8014, J8016, J8017 EXP 02/04, J8013 EXP 03/04:24,163 
units distributed nationwide and internationally; Merck and Company, West 
Point, Pennsylvania 

1,200 units distributed nationwide, and in Canada; Bayer Corporation, 
Myerstown, Pennsylvania. Recalled by Sanofi Pharmaceutical, lnc.,New York, 
New York 

All lot numbers including all tanks received by customers between 4/97 
through 4/7/00: 2,500 cylinders distributed in California; Americair of the East 
Bay, Vacaville, California 

CODE E cylinders coded 0260001 and 0260002, D cylinders coded 0260002, 
M-6 cylinders coded 0260002; 30 cylinders distributed in Florida; Southern 
Respiratory, Inc., Naples, Florida 

Lot Numbers: 22086A, 22086C, 22086E, 22110 (sublets A,C,E) EXP 04/00 and 
lot 22227(sublots A,C,E,F,H,K) EXP 06/00; 48,416 bottles distributed 
nationwide; Morton Grove Pharmaceuticals, Morton Grove, Illinois 

Lot Numbers: 22128, 22161, 22238, 22295, 22369, 22500, 22555, 22649A; 
231,227 bottles distributed nationwide; Morton Grove Pharmaceuticals, Inc., 
Morton Grove, Illinois 
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Saline Nasal Spr&J, OTC, in 1.5-ounce white bottles, under labels: 
Albertson's, Bi-Mart and Health Pride; Class II; Products had discoloration and 
iron contamination 

Spartan(r) Antiseptic Hand Cleaner & Shampoo, OTC, in 800 mL bags, 
1 and 5-gallon pails, and 15, 30 and 55-gallon drums; Class II; Product 
contains unapproved dyes 

Sterile and Non-sterile Skin Preparations by Clinipad (also under 
Afassco brand); Class I, and II; Possibility of bacterial contamination and 
manufacturer cannot assure sterility; These items were sold as swabslicks, 
pads and as topical applications separately and as part of first aid kits 

Tavlst·D(r) Tablets, (Ciemastine Fumarate, 1.34 mg/ Phenylpropanolamine 
HCL 75mg), 8 tablet units, OTC, antihistamine/nasal decongestant; Class II; 
Low weight tablets 

Triamcinolone Acetonlde Cream, 0.1 %, in 15-gram tubes, Rx; Class Ill; 
Mispackaging-Some tubes are incorrectly labeled to contain Gentamicin 
Sulfate 

True C•l(bn) Stool Softener with Laxative Softgels, (Docusate 
Sodium 100 mg/Casanthranol30 mg), OTC in bottles of 100; Class II; 
Misbranded-labeling fails to declare dosage instructions 

VancerlllnhalaUon Aerosols (beclomethasone dipropionate), Rx for 
maintenance treatment of asthma and Vancenase Nasal Aerosol, 
(beclomethasone dipropionate), Rx indicated for relief of symptoms of seasonal 
or perennia rhinitis; Class II; Some canisters may not have active ingredient 

VloNex Alltlmlcroblal Skl1 Wipe Towelette, (0.5% 
Parachlorometaxylenol), OTC used to clean skin when soap and water are not 
available; Class II; Possible microbial contamination 

Vlra-A(r) Ophthalmic Ollltlllent, 3%, (Vidarabine), in 3.5 gram tubes, Rx; 
Class II; Leaking tubes at crimp end 

Zantac (Ranitidine Tablets), 75 mg, 4 tablet units, OTC acid reducer; Class Ill; 
Product fails appearance of specification due to container/packaging deviation 

a) Zllatone Laxative and Digestive Aid Tablets, (Phenolphthalein 32 mg 
per tablet), OTC in 50 tablet bottles; Class II; Products contain phenolphthalein 
which is not generally recognized as safe and effective in over-the-counter 
stimulant laxatives 

lot#; Quaulill' 1111d Di.~tri!JIItiou: .lltiiii({IICI/1 1'1'1' 

Lot #9M97007; 30,732 units distributed in Indiana, Oklahoma, Oregon, 
Pennsylvania; Accupac, Inc., Mainland, Pennsylvania. Recalled by Leiner 
Health Products Inc., Carson, California 

Lot Numbers: 0987 through 0993, and all codes prior to "04/03/00" expiration 
date; 100,800 gallons distributed nationwide; Steiner Company, Inc., Holland, 
Ohio (packager). Recalled by Spartan Chemical Company, Maumee, Ohio 

Numerous codes and lots; Undetermined large quantity distributed nationwide; 
Clinipad Corporation, Rocky Hill, Connecticut 

Lot #306295 EXP 3/02; 345,780 packages distributed in Nebraska, Indiana; 
Novartis Consumer Health, Inc., Lincoln, Nebraska 

Lot #M793 EXP 3/03; 30,000 units distributed nationwide; Thames Pharmacal 
Company, Inc., Ronkonkoma, New York 

Lot Numbers: 567 4A, 5765B, and 5834A; 1,584 bottles distributed nationwide; 
Banner Pharmacaps, High Point, North Carolina. Recalled by Apothecary 
Products, Inc., Burnsville, Minnesota 

Numerous codes and lots; 8,812,838 units distributed nationwide, and in 
Puerto Rico and Canada; Schering Laboratories, Kenilworth, New Jersey 

Lot Numbers: 903193,911283,912850, and 913598; 2,481.4 cases (10 units 
per case) distributed nationwide, and in Puerto Rico and Canada; Clinipad 
Corporation, Rocky Hill, Connecticut. Recalled by Sybron Dental Specialties, 
Inc., Orange, California 

Lot #5739 EXP 01/02; 38,704 tubes distributed nationwide; Parkedale 
Pharmaceuticals, lnc.,subsidiary of King Pharmaceuticals, Rochester, 
Michigan 

Lot #8ZP1066 EXP 06/01; 10,924 cases distributed nationwide; Glaxo 
Wellconne, Inc., Zebulon, North Carolina. Recalled by The Consumer Healthcare 
Division of Warner-Lambert Company, Morris Plains, New Jersey 

All lots with expiration dates from EXP OCT 01 to EXP JUN 02 (sold as 
laxative), all lots with expiration dates prior to EXP OCT 01 (sold as 
digestive aid); 1,227 units distributed nationwide; Abco Laboratories, Inc., 
Fairfield, California. Recalled by The Heritage Store, Inc., Virginia Beach, 
Virginia 
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Device recalls are classified in a manner similar to drugs, Class I, II or III, depending on the seriousness of the risk presented by 
leaving the device on the market. Contact the company for more details. You can also call the FDA's Device Recall and Notification 
Office at (301) 443-4190. To report a problem with a device, call1-800-FDA-1088. The FDA website is http://wwwfda.gov. 
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Insulin Single Use Syringes, U-100 29 G X 1/2 inch and U-100 
Insulin Single Use Syringes, 28 G X 1/2 inch; Class Ill; Mislabeled 
volume on outer shelf cartons, device package is correct 

lns~lln Syringe, B-D 1 ml Safety-Lok 29G 1/2 Ultrafine Needle, 
Reorder No. 329464; Class II; Product was marked in ml scale instead 
of insulin units 

Power Wheelchairs: a) Power Tiger; b) P7E with dual battery box 
upgrade only, c) 9M; d)Excel; e) PMC; d) Ranger II; Class II; Wheel­
chairs may catch fire due to improper wiring harness configuration 

Lot #: Quautily t111tl J)iMrilmtiou: .lltllll~/tiCturer 

Lot Number 990427 for the 28 gauge X 1 cc product and Lot Number 
990426 for the 29 gauge X 1 cc product; 10,000 syringes distributed in 
New Jersey and Florida; Medicare, Inc., Hialeah, Florida 

Lot Numbers 0005853 and 0106646; 10,500 units distributed in 
Mississippi, Louisiana, Tennessee, Texas, Pennsylvania, Indiana, 
Minnesota, Ohio, and Michigan; Becton Dickinson, BD Medical 
Systems, Franklin Lakes, New Jersey 

Serial Numbers 93D through 99C; 77,408 units distributed nationwide 
and internationally; lnvacare Corporation, Elyria, Ohio 
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Contact the Consumer Product Safety Commission (CPSC) for specific instructions or return the item to the place of purchase 
for a refund. For additional information from the Consumer Product Safety Commission (CPSC), call their hotline at 1-800-
638-2772. The CPSC website is http://www.cpsc.gov. 
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AC Adapters for Notebook Computers & Mobile Devices; 
Adapters can overheat, posing a fire hazard 

Baby Hammocks; Hammocks can suddenly become twisted around 
children's necks and strangle them; 6 fl. long mini-hammocks woven 
from thin cotton strings 

Bug Zapper Toys; Balloon tongue on this toy can detach, posing a 
choking and aspiration hazard to young children 

Bouncer Seats (in-home repair); Removable toy bar that attaches to 
the seat can suddenly release and cause injuries to babies 

Candle Holders; Wooden top of the candle holder can ignite, 
presenting fire and burn hazards to consumers 

Children's Picnic Sets; Paint on the bag contains high levels of lead 
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Lot #; Qutmlity a111l J)i.~lrilmtiou: .1111111(/tiCfm·er 

Adapters used with IBM ThinkPad 310 (type 2600) and IBM Think Pad I 
Series (type 2611 only) notebook computers, and IBM Work Pad z50 
(type 2608 only) companion devices; 220,000 sold nationwide from 
May 1997 through November 1999; International Business Machines 
(IBM) Corporation, Armonk, New York (800) 426-3387 www.ibm.com/ 
adapterrecall 

The label attached to the end loop reads, "Hangouts"• from Bellartson· 
and 'Woven by Hand in MEXICO'; 350 sold by The Hangout Store and 
its catalogs from January 1990 through September 1999; Hangouts, 
Boulder, Colorado (800) 205-4916 

Frog and Lizard Shapes; 105,000 distributed with children's meals at 
fast food, drive-in and small franchise restaurants from November 1998 
through April2000; The Promot.ional Resources Group, Topeka, 
Kansas (800) 467-4712 info@kidstuffnet.com 

Seats sold under the names "Soft Toy Bouncer Seat" or ·comfort Me 
Bouncer"; 99,000 sold nationwide from October 1997through April 
2000; Kids II, Alpharetta, Georgia (877) 325-7056 

Lighthouse-shaped candle holders; 14,000 sold at Rite Aid stores 
nationwide from January through March 2000; ATICO USA Inc., Ft. 
Lauderdale, Florida (800) 645-3867 http://www.riteaid.com/ 
company _info/pr/recal Urameset.html 

Clear bag reads "AUSTRALIA" in multicolored lettering, "Down Under· 
in blue lettering, and has an illustration of a koala bear face; 1,200 sold 
at Mervyn's stores nationwide from April through May 2000; Mervyn's 
California, Hayward, California (800) MERVYN'S 
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Fire Extinguishers; Because of the high-pressure contents of these 
fire extinguishers, they can explode and expose consumers to flying 
debris, causing puncture wounds and blast injuries 

Grinders; Some grinders were shipped without the side handle, which 
is used to control and guide the tool 

Infant Cargo Skirts; Snaps on the panty of these skirts can detach, 
posing a choking hazard to young children 

Robes; Fabric is not flame resistant, as required by law 

Smoke Alarms; May fail to alarm when smoke or fire is present 

Sweatshirts; Fail to meet federal mandatory standards for fabric 
flammability, could ignite easily and present a serious risk of burn 
injuries 

Tweety Rattles and Sandals; Small parts of each product can 
detach and pose a choking hazard to young children 

Windshield Washer Fluid; Bottles, which contain methyl alcohol, 
are not sealed with child-resistant closures 

Wooden Stacking Toys, Wooden peg in the black and white 
checked base can come off, presenting a choking hazard 

Lot#,· (}uanlity anti JJi.,lribution: .llanl~jitcturer 

Yellow with "Firestopper" written in orange; 26,000 sold at dollar-type 
discount stores from January 1999 through February 2000; 99 Cents 
Only Stores, City of Commerce, California 
(888) 289-3325 

BOSCH Angle Modei1752G7; 920 sold nationwide from February 
through April2000; S-B Power Tool Co., Chicago, Illinois . 
(800) 241-3848 

100% cotton khaki twill or 100% denim with attached panty sold in 
sizes 12, 18 and 24 months; 9,500 sold nationwide from January 
through March 2000; Associated Merchandising Corporation, New 
York, New York (212) 819-6564 

100% cotton terry cloth sold under brand names Aegean, Baby 
Monarch, b kids, Charter Club, Club Room, and Jr. By Monarch, boys 
and girls sizes 12 months to 14 and S, M, Land XL; 50,000 sold at 
Burdines, Goldsmith's, Lazarus, Macy's, Rich's, The Bon Marche and 
Bloomingdales from July 1995 through January 2000; Federated 
Department Stores, Cincinnati, Ohio (800) 364-6190 

Safe T Alert Model SA-785, Universal models SS-785 and SS-795, USI 
Electrical model USI-1203; 34,000 sold nationwide from April1998 
through June 1999; Universal Security Instruments Inc., Owings Mills, 
Maryland (800) 390-4321 

FUBU brand long-sleeved pullover, style FB-3855; 5,400 sold 
nationwide from November 1999 through April2000; Jordache Ltd., 
New York, New York (800) 655-3080 

Part of the Tweety Bib, Rattle and Spoon Sets and transparent pink 
plastic sandals with embedded sparkles and a picture of Tweety; 3,800 
rattles sold from August 1998 through January 2000 and 1,000 sandals 
sold from February through April2000. Both items sold nationwide at 
Warner Bros. stores nationwide; Warner Bros. Studio Store, Burbank, 
California (800) 795-9277 

1 gallon bottles with twist-off tops; 335,000 sold at Speedway 
Superamerica stores and other automotive stores in Kentucky, 
Michigan, Ohio, Pennsylvania and West Virginia from October 1999 
through April2000; Filter Tech Inc., Huntington, West Virginia 
(800) 834-5832 

Stacking King; 9,000 sold nationwide from February 1999 through 
April2000; Jack Rabbit Creations Inc., Atlanta, Georgia 
(888) 376-5225 
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approved quickly and beat the com­
petitor drug to the market has intensi­
fied. For some drugs, one month earlier 
to market can mean tens of millions of 
dollars in additional revenue before 
the drug is challenged by a generic. 
Speed and efficiency, from the drug 
industry's perspective, favor the 
privatization of human experimenta­
tion, moving research away from the 
academic medical centers where it has 
traditionally resided. Whereas in 1993, 
only 20 percent of pharmaceutical com­
pany research was done in the private, 
for-profit research setting, the fraction 
has gone up 2-1/2 times and by 1998, 
50 percent was being done outside of 
academic medical centers. The num­
ber of private practice-based investiga­
tors has grown from 3,153 in 1990 to 
11,588 in 1995, an increase of almost 
four-fold. 

According to Richard Friedman of 
Cornell University in the British journal, 
'/be Lancet, "In the USA, monet:acy in­
centives have spawned a whole industry 
of private physicians who don't neces­
sarily have any experience in research or 
with protocols in the specialty areas in 
which they're testing." These private 
entities "push patients through trial after 
trial," with little concern for what hap­
pens to them afterwards. The result is 
"stop-gap" medicine for vulnerable pa­
tients who can't afford treatment any 
other way, he says. A recent article in the 
New York Times documents how, with 
43 million Americans uninsured, many 
are forced to turn to a series of research 
studies to remain treated. This invites 
exploitation. 

The Growth of International 
Research 

Drug companies can increase the 
likelihood of a drug's success by using 
exclusion criteria to, as one investiga­
tor told the Inspector General's office, 
"enrich trials with patients who are 
most likely to benefit." One way to 
accomplish this is to exclude patients 
who are currently on medication to 
treat their condition or even those who 
have been on medication in the past. 
Such patients are known in the indus­
try by the double entendre "naive" 
subjects. These prized subjects are hard 

10 • July 2000 

to locate but, according to the Report, 
can often be found among the unin­
sured or in foreign countries. Many 
researchers told the Inspector General's 
staff that drug companies are increas­
ingly looking abroad for such subjects. 
One advertisement-in this case, di­
rected toward possible drug industry 
customers by the world's largest HEC, 
North Carolina-based Quintiles-with 
offices all over the world-promised 
that they can "even help you tap the 
vast drug-naive patient populations of 
China, Korea and other emerging mar­
kets." 

The Report points out that the num­
ber of new foreign investigators in the 
FDA's database grew from 988 in the 
1990-1992 period to 5,380 in the 1996-
1998 period. Aside from easier access 
to drug-naive patients, the costs for 
foreign studies are often less than in 
the United States. Despite this, the FDA 
only conducted 60 drug investigator 
inspections abroad in 1998 and, ac­
cording to the Report, the FDA does 
not normally inspect foreign Institu­
tional Review Boards (IRBs). 

While the Report makes clear that 
there is increasing internationalization 
of research, it fails to state that there are 
ongoing efforts by the research indus­
try to water down the existing interna­
tional ethics documents to facilitate 
some of the practices the Report finds 
troubling. The current version of the 
Declaration of Helsinki states that, if 
the patient has a dependent relation­
ship with the investigator, "the in­
formed consent should be obtained by 
a physician who is not engaged in the 
investigation and who is completely 
independent of this official relation­
ship." (It is noteworthy, as the Report 
documents, how widely this interna­
tional ethics document is ignored.) 
Some have proposed that this lan­
guage be replaced by the following: 
"In some cases of this type, it may be 
preferable if the informed consent were 
to be obtained by a qualified person 
who is not engaged in the investiga­
tion, independent of the dependent 
relationship, or both." This is precisely 
the wrong direction for changes in 
ethical practice at a time when pres­
sures to recruit are increasing. 

Recruitment Method Concerns 
The four main categories of findings 

in the Report which we believe de­
mand action are: 

Offering Incentives 
Because human experimentation has 

been transformed to a "business model," 
this newly emerging "business" of ex­
perimenting on people has every imag­
inable incentive for fast recruitment 
and fast results. A bonus of $30,000 
after recruiting the first six patients and 
a bonus of $6000 per additional patient 
captures the "competitive enrollment" 
which, according to the Report, "en­
courages aggressive recruiting." 

Targeting Own Patients 
In concordance with a New York 

Times investigation documenting doc­
tors getting paid as much as several 
thousand dollars per patient to recruit 
patients from their own practices, the 
policy of recruitment by physicians of 
patients from their own practices is 
further documented in the Report. The 
vulnerability of a doctor's own patients 
to be persuaded to become an experi­
mental research subject because of 
their trust in their doctor, combined 
with signing bonuses which the doctor 
pockets for the referral, sets up a toxic 
situation where some doctors are liter­
ally selling their own patients into 
human experiments. In a gross com­
mercialization of this practice, one large 
family practice group advertised its 
"computerized patient data base of 
40,000 patients" to HECs and others 
running clinical trials as one from which 
"We can actively recruit patients for 
any study ... " 

Seeking Additional Patient Bases 
In addition to plumbing their own 

files for potential experimental sub­
jects, some researchers pay "finder's 
fees" to other doctors who do not even 
conduct the research: "Occasionally, 
investigators offer fees to encourage 
referrals from other physicians or 
nurses," such as an offer of $75 to 
physicians or nurses for each subject 
referred, according to the Report. The 
use of patients reached through patient 
advocacy groups, also described in the 

continued on page 11 
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Report, similarly has the taint of using 
a relationship of trust to recruit patients 
who might otherwise not be interested 
in participation in such experiments. 

Adverlising and Promotion 
The "new industry of patient recruit­

ment firms and research marketing 
companies" has produced, according 
to the Report, more advertising for 
human subjects than in the past. Until 
public criticism changed this practice, 
the website DrKOOP.com was using 
the formerly good name of this medical 
huckster to recruit patients, for a finder's 
fee, to the multinational HEC Quintiles. 

Erosion of Informed Consent 
The Report expresses serious con­

cern about the way the business model 
of research, as manifested through the 
practices described above, might erode 
the essential elements of informed con­
sent. 

Information: The Report describes 
misleading advertisements which 
blurred the distinction between treat­
ment and research, an excessive focus 
on monetary or other compensation 
which can become coercive and the 
lack of response by drug sponsors to 
concerns raised by IRBs in the less­
than-frequent instances in which the 
IRBs actually review the advertisements. 

Comprehension: The failure to con­
duct research on or to audit the extent 
that the patient actually understands 
the recruitment materials and the in­
formed consent forms is of concern. 
According to the report, the perfor­
mance of the physician/investigator in 
fully informing patients may be com­
promised by bonuses for more patients 
recruited and by promises of top au­
thorship on papers emanating from the 
research tied to recruiting success. 

Voluntarlness: One medical jour­
nal article concerning effective human 
subject recruitment strategies noted 
that 'Done correctly, [media] publicity 
can look like an endorsement by your 
well-respected newspaper reporter or 
1V news anchor. It can be an excellent 
way to generate phone calls needed to 
fill studies.' This part of the Report 

reiterates the concerns about doctors 
recruiting patients from their own prac­
tices and states that 'patients see their 
doctor as God' because of the trust they 
place in them. 

Successful Models 
While the Inspector General's Re­

port makes clear that there is little in 
the way of guidelines or regulations to 
prevent the kinds of abuses the Report 
documents, it does contain a number 
of examples of innovative approaches 
that the Report should endorse, rather 
than merely mention. These fall into 
the categories of recruitment incen­
tives, the dual physician-investigator 
role and confidentiality of medical 
records. Unfortunately, the Report 
merely identifies four questions that 
need to be addressed, rather than rec­
ommending the answers that the 
Report's evidence would seem to re­
quire and which these models prove is 
feasible. 

Several groups (University of Roch­
ester IRB, Partners HealthCare 
System) have banned the use of bonus 
payments designed to encourage pa­
tient recruitment, while Partners 
HealthCare System and the American 
Medical Association also ban fees for 
referring patients to other investiga­
tors, HECs or drug companies. We 
strongly endorse these initiatives. We 
believe that physicians have a right to 
reasonable reimbursement for any costs 
incurred or time spent beyond what 
they would ordinarily expend in the 
care of the patient, but no more. We 
agree, in general, with efforts to in­
crease disclosure of potentially con­
flicting interests to patients. But we are 
opposed to using disclosure of such 
interests as a substitute for banning the 
more egregious of these incentives. 

Disclosure has also been the pre­
ferred approach (when any approach 
is put forth) by universities (University 
of California at Los Angeles, for ex­
ample) to the problem of the dual 
physician-investigator role. However, 
some groups have stated that, at least 
in some circumstances, the preferred 
approach is to have a more neutral 

intermediary, without the conflict of 
interest of the investigator approach­
ing the patient. We believe that this 
approach should be more the norm 
than the exception. As is almost always 
the case, the preferred method for 
resolving potential conflicts of interest 
is to involve neutral third parties. 

Finally, the Report makes clear how 
little work has been done, particularly 
by medical associations, in addressing 
the problem of researchers using data­
bases that include patients cared for by 
another health care provider to recruit 
study participants. This is an improper 
invasion of privacy, and is precluded 
by some IRBs (Medical College of 
Ohio, University of California Los An­
geles, Partners HealthCare System). All 
IRBs should follow this model. 

In sum, the Report has clearly iden­
tified a wide range of relatively new 
threats to patients in clinical research 
studies. Furthermore, this burgeoning 
field is largely unregulated. Even when 
the IRBs have particular authority, they 
appear unwilling or unable to exercise 
their authority. And some of the Report's 
solutions are to give more authority to 
IRBs, which the Inspector General's 
previous reports have already docu­
mented are hopelessly overworked. 
The following are appropriate subjects 
for regulation: banning finder's fees; 
banning reimbursement to physicians 
beyond research-related expenses and 
time expended; mandatory disclosure 
to the potential participant of the source 
and amount of all recruitment fees; and 
restrictions on the ability of health care 
providers other than the patient's phy­
sician from gaining access to a patient's 
medical records for the purpose of 
recruitment. In the absence of regula­
tion, therefore, sponsors will be able to 
choose the route least protective of 
patients' rights in their quest to maxi­
mize recruitment--the ethical "race to 
the bottom" of which the Report warns 
and which has characterized much of 
globalization to date. 
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Pressures in Industry-Sponsored Clinical Research 

T he following are comments filed 
by Public Citizen's Health 
Research Group on a report that 

was released by the Inspector General~ 
Office on june 12. 

Somewhat buried in the middle of 
this highly disturbing report, the au­
thors mention "the transformation of 
clinical research into a traditional busi­
ness model." As a result of the shift to 
this business mind set, the often highly 
unethical and possibly illegal recruit­
ment practices documented in the Re­
port appear to be increasing rapidly. 
The rise of separate (from the drug 
companies themselves) for-profit Hu­
man Experimentation Corporations 
(HECs), a more accurate name for the 
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more benign-sounding name currently 
in use--Contract Research Organiza­
tions (CROs)-has introduced new 
techniques for rapidly recruiting pa­
tients. When combined with the 
appallingly inadequate Federal regula­
tion of human experimentation in gen­
eral, and recruitment practices in 
particular, and the failure (as usual) of 
the medical profession to police itself, 
the risk of abuse of patients increases 
.dramatically. 

This Report is the first attempt to 
thoroughly address the issues involved 
in the recruitment of patients to clinical 
trials. Most previous writing has been 
terribly non-specific; this Report is the 
best available on current practices in 
this area. However, as good as the 

nwHO 

Report is in description, it remains 
weak in prescription. We advocate a 
much stronger set of recommenda­
tions than is provided by the Inspector 
General's Report; in particular, we ad­
vocate promulgating strong new regu­
lations based, in part, on models that 
are being successfully employed in 
various settings and which are de­
scribed in the Report. 

More drugs are in clinical trials now 
than even a few years ago. In addition, 
many therapeutic categories of drugs, 
such as those for hypertension, are 
becoming saturated with drugs, lead­
ing to increased competition. More 
human subjects are therefore needed, 
and the competition to get the drug 

continued on page 10 
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