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Dear Alan: 
I 

In the week and a half that has lapsed since our conversation I have 
established the fact thot a proper code sheet for our recent study of WR-6798 + 
CP was never prepared. When we began the study, subjects were assigned numbers 
in a random fashion and when the drug arrived the appropriate subject number and 
Oklahoma State Penitentiary number was put on each of the bottles containing the 
3 digit numbers. Our system broke down when no one then copied the 3 digit 
numbers on a paper along with the subject and OSP numbers. At the time the study 
was coded for computer handling and analysis, a code which you had supplied us.in 
April last year to be used at the time we were first planning to do the WR-6798 + 
CP study was used. The discrepancy between the dates on this code sheet and the 
subsequent sheet bearing the 3 digit numbers escaped me when I was working with 
the study in preparation of the report. I can therefore, definitely state that the 
subjects were not broken into the appropriate drug and placebo groups in the analysi 

.. This invalidates my report. .. . 

As I discussed with you on the phone, we are prepared to do one of  three 
things: 1) to repeat the study, 2) to carry out a similar study of shorter duration in 
which we can ascertain whether methemoglobinemia appears in both the C/P plus 
placebo group and the C/P plus WR-6798 group or i f  i t  should appear in only one 
group, or 3) i f  the data which you are pbtaining concerning drug levels i s  conclusit 
enough for us to break the subjects into the appropriate groups we wi l l  hondle our 
data according to thot grouping. 
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Either approach one or two seems more desirable to me but if you prefer an4 
can tell m e  on the basis of the drug level data, which subjects fall into each group, 
I will be willing to rewrite my report including of course the information about how 
subjects were ossigned to a particular group. I am anxious to correct this faux pas at 
the earliest time. 
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MCA. 
Major Woodward 

baul C. Desper, M.D. 
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October 15, 1970 

Craig Canfield, LTC, MC 
Division of Medicine 
Walter Reed Army Institute of Research 
Walter Reed Army Medical Center 
Washington, D.C. 20012 

Dear Colonel Canfield: 

Enclosed with this letter i s  a copy of our report on WR-6798. The report 
was long delayed because of multiple problems extending over one year. 
Some of these problems are correctable and therefore are mentioned here. 
When the same drug i s  studied on multiple occasions, to keep clerical work 
in  order, we would recommend that the drug as well as study numbers be 
included. As an example, we reviewed three protocols for WR-6798, to 
prevent problems we would recommend that the studies be labeled WR-6798 
study 81, WR-6798 study 82, etc. and correspondence concerning studies 
be so labeled. The other problems were primarily ours and these were 
related to Dr. Colmore's illness and the consequent necessity to reorganize the 
Division of Clinical Pharmacology. Fortunately, with your aid, we were 
able to solve the problems associated with the lost medication code and thus 
salvage this study. 

At the present time, I think the reorganization i s  complete and once cgain 
studies are progressing smoothly. I therefore look forward to future studies and 
presumptuously wonder i f  any studies are pending for the near future. 

Sincerely, 

%"-@A 
Anthony W. Czerwinski, M.D. 
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MCA. 
Major Woodward 
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MEDEC-ZMC (28 May 1970) 1st Ind 
SUBJECT: Report Number 8 ,  John P .  Colmore, M.D., University of Oklahoma 

Medical Center, Oklahoma City, Oklahoma 73104 

Department of Pharmacology, Division of Medicinal Chemistry, Walter Reed 
Army Institute of Research, Walter Reed Army Medical Center, Washington, 
D. C. 20012, 17 June 1970 

THRU: Deuutv Director. Division of Medicinal Chemistrv. Walter Reed Armv < .  - -  r ~ 

Institute of Walter Reed Army Medical Center, Washington, 
D. C. 29012 
DiFecmDivision of Medicinal Chemistry, Walter Reed Army Institute 
of Research, Walter Reed Army Medical Center, Washington, D. C. 
Director, Walter Reed Army Institute of Research, Walter Reed Army 
Medical Center, Washington, D. C. 20012 

20012 

TO: Commanding Officer, U. S. Army Medical Research and Development 
Command, ATTN: MEDDH-RNO, Washington, D. C. 20314 

1. Subject report has been reviewed. The report is unacceptable. 

2. 
CP +placebo and one half the patients receiving CP + diformyl DDS (WR 6798). 
As per the attached communication from the University of Oklahoma Medical 
Center, the code used to identify which patients received placebo and which 
patients received diformyl DDS was never properly prepared. Although the 
tablets were randomly coded at WRAIR, the assignment of patients to the 
tablets was done at the Oklahoma State Prison facility. 
received has used a code which does not apply to the study in question. 

3. 
Of these three alternatives, number three seems to be most appropriate. 
Serum sulfone levels were obtained on all these patients and when that 
data is evaluated it will probably allow us to divide the groups into 
those which were receiving diformyl DDS and those which were not. 

4. 
of Oklahoma Medical Center and they will await the results of the sulfone 
analyses and include them in their report. 

5 .  
required coding done at WRAIR. 

The study was a double blind study with one half the patients receiving 

The report as 

Dr. Desper mentioned three alternatives in his letter of 3 June 1970. 

The situation has been discussed with the staff at the University 

Future studies to be performed in clinical centers will have all the 

1 Incl 
as MAJ, MC 

Chief, Section Clinical Pharmacology 
Department of Pharmacology 
Division of Medicinal Chemistry 


